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JOHN G. KUNIHOLM Discusses 
Constitutional Limitations 


ON THE REGULATION OF THERAPEUTIC CLAIMS 
UNDER 1938 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


Now a Food and Drug Administration Attorney, the Writer Made This 
Study in The Food Law Institute Program, New York University (1954) 


I’ ENGLAND, during the last decade of the nineteenth century, the follow- 
ing signed advertisement appeared in the Pall Mall Gazette: 

100 POUNDS REWARD will be paid by the Carbolic Smoke Ball 
Company to any person who contracts the increasing epidemic influenza, 
colds, or any diseases caused by taking cold, after having used the ball 
three times daily for two weeks according to the printed directions supplied 
with each ball. 1000 pounds is deposited in the Alliance Bank, Regent 
Street shewing our sincerety in this matter. 

In response to this advertisement, a lady named Carlill purchased one 
of the smoke balls, used it as directed for three weeks and promptly came 
down with influenza. As a result of this unpleasant experience, she brought 
a civil action against the Carbolic Smoke Ball people to recover 100 pounds. 
She alleged that the advertisement was an offer of a contract in the nature 
of a warranty to prevent disease, with liquidated damages in the event that 
the claimed therapeutic effect of the ball didn’t materialize. She further 
alleged that upon her purchase and use of the smoke ball, the offer had 
ripened into an enforceable contract. 


629 
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The court regarded the statement with reference to the deposit in the 
bank as conclusive evidence of the defendant’s intent to make the offer, and 
held that he had undertaken to guarantee the therapeutic efficacy of the 
medicament. In holding defendant to his promise,’ the court further 
pointed out that although very few sensible persons would have expected 
that the reward would be paid if the smoke ball did not possess the powers 
claimed : 
. it must be remembered that such advertisements do not appeal so much to the 
wise 2nd thoughtful as to the credulous and weak portion of the community.” 
Sixty-two years later, in 1954, te sale of drugs continues to be pro- 
moted by the utilization of therapeutic claims which sensible people do 
not believe, Lut which are accepted by the credulous and weak portion of 


the public at face value. Under the present Federal Food, Drug, and 


Cosmetic Act,* it might be said that the sale of any drug carries with it a 
guaranty of efficacy for the purpose for which it is intended to be used— 
a guaranty extending to the American people generally, and enforceable in 
their collective behalf by the federal government. The criminal sanctions* 
of the Act provide absolute liability if the therapeutic claims made are “false 


or misleading in any particular.”* This standard of complete truthfulness 
necessarily requires that any therapeutic claims made must materialize.® 


being deceived in the purchase... ."" The 
Securities Act of 1933, 48 Stat. 74 (1933), 
15 USC Secs. 77a, and following (1946), 
has been given a similar interpretation. 
See Hughes v. Securities and Exchange 
Commission, 174 F. (2d) 969, 976 (CA 
D.C., 1949). 

*52 Stat. 1040 (1938), as amended, 21 
USC Secs. 301, and following (1946). 


'Cartill v. Carbolic Smoke Ball Com- 
pany, (1892) 1 Q. B. 484, aff’d, (1893) 1 
Q. B. 256. A duplicate of the advertise- 
ment is reprinted in Turner, The Shocking 
History of Advertising (1953), p. 125. 

*A similar view is current today with 
respect to the persons intended to be pro- 
tected under the Federal Food, Drug, and 
Cosmetic Act, 52 Stat. 1040 (1938), as 


amer.ded, 21 USC Secs. 301, and following. 
See U. S. v. Sixty-Two Packages of Mar- 
mola Prescription Tablets, 48 F. Supp. 
878, 887 (DC Wis., 1943): ‘‘The purpose of 
the law is to protect the public, the vast 
multitude which includes the ignorant, the 
unthinking, and the credulous who, when 
making a purchase, do not stop to ana- 
lyze." But see Colusa Remedy Company 
v. U. 8., 176 F. (2d) 554, 559 (CA-8, 1949), 
cert. den., 338 U. S. 911 (1950): ‘The 
court has the right to presume that pur- 
chasers are of average intelligence.'' The 
former view was also current under the 
Food and Drugs Act of 1906, 34 Stat. 768. 
See U. 8. v. Eleven Gross Packages ... of 
Dr. Williams’ Pink Pills (DC Pa., 1915), 
White and Gates, Decisions of Courts in 
Cases Under the Federal Food and Drugs 
Act (1934) pp. 680, 682: . the object 
of this part of the Act is to protect credu- 
lous and ignorant people generally from 


* Section 301, 52 Stat. 1042 (1938), 21 USC 
Sec. 331 (1946), defines prohibited acts. 
Section 302, 52 Stat. 1043 (1938), 21 USC 
Sec. 332 (1946), authorizes the government 
to obtain statutory injunctions. Section 
304, 52 Stat. 1044 (1938), 21 USC Sec. 334 
(1946), provides for seizure of unlawful 
products. 

552 Stat. 1047, (1938), 21 USC Sec. 343 
(a) (1946); 52 Stat. 1050 (1938), 21 USC Sec. 
352(a) (1946); 52 Stat. 1054 (1938), 21 USC 
Sec. 362(a) (1946). 

“It has been suggested that the federal 
Act creates a statutory right of restitution 
on behalf of the defrauded purchasers. 
See Levine, ‘‘Restitution—A New Enforce- 
ment Sanction,"" 6 FOOD DRUG COS- 
METIC LAW JOURNAL 503 (July, 1951): 
Noland, ‘Section 302(a) of the Federal 
Food, Drug, and Cosmetic Act: Restitu- 
tion Re-examined,"’ 7 FOOD DRUG COS- 
METIC LAW JOURNAL 373 (1952). 





REGULATION OF THERAPEUTIC CLAIMS 


PAGE 631 


A paramount aim motivating the enactment of the present Federal 
Food, Drug, and Cosmetic Act was the regulation of label declarations. 
Statutory definition limits the application of the Act by confining the label- 
ing concept to those “displays of written, printed, or graphic matter” which 


appear “upon any article or any of its containers or wrappers or . . 


- ac- 


companying such article.”’ Displays outside of this relationship to the arti- 
cle are not subject to the jurisdiction of the Act, but are regulated by the 
Federal Trade Commission under the false-advertising provisions of the 


Wheeler-Lea Act.® 


The above statutory definition is without reference to the function of 
labeling, which may be said to be twofold: (1) to identify the product® 
and (2) to advertise the product. From a functional standpoint, labels as 
used in the merchandising of drugs and devices serve both these purposes. 
They identify products by indicating name, quantity, contents, place of 
origin and of manufacture, and the like. Further, they also advertise or 
seek to induce sales of products by making claims for them either by way 


***Label’’ is defined in Sec. 30i(k) as 
“a display of written, printed, or graphic 
matter upon the immediate container of 
any article.’’ (52 Stat. 1041, (1938), 21 
USC Sec. 321(k) (1946).) ‘Labeling’ is 
defined in Sec. 201(m) of the Act as “all 
labels and other written, printed, or 
graphic matter (1) upon any article or 
any of its containers or wrappers, or (2) 
accompanying such article.'’ (52 Stat. 1041 
(1938), 21 USC Sec. 321(m) (1946).) This 
distinction is unimportant for the pur- 
poses of this discussion. 

* Section 15(a) of the Wheeler-Lea Act, 
52 Stat. 111, 116 (1938), 21 USC Sec. 55(a) 
(1), defines the ‘‘advertising’’ which is 
subject to regulation under its provisions. 
This definition specifically excludes label- 
ing. However, judicial interpretation of 
the word ‘‘accompanying”™ in sec. 201(m) 
of the Food, Drug. and Cosmetic Act has 
extended the concept of labeling to any 
type of literature which is used during the 
actual sale of the article. This gradual 
encroachment by the Food and Drug Ad- 
ministration on the field of false-advertis- 
ing control has not gone unnoticed. See 
Kleinfeld, ‘“‘Applicability of the Federal 
Food, Drug, and Cosmetic Act to Drug 
Advertising," 5 FOOD DRUG COSMETIC 
LAW JOURNAL 45, 47, (1950). In addi- 
tion, the adequate-directions-for-use re- 
quirements of Sec. 502(f)(1), 52 Stat. 1051, 
(1938) 21 USC Sec. 352(f)(1), of the Act 
have been utilized indirectly to control 
drug advertising. See Vernon, ‘1953 An- 
nual Survey of American Law: Food, 
Drug and Cosmetic Law,’’ 29 New York 


University Law Review 401, 411 (1954). 
As a result of these developments, the 
line of jurisdictional demarcation is at 
best cloudy. It is to be noted that label- 
ing is included under the jurisdiction of 
the Federal Trade Commission when prose- 
cutions are instituted under Sec. 5 of the 
Federal Trade Commission Act (38 Stat 
717, 719 (1914), as amended, 15 USC Secs. 
41, 45(a) (1946): Fresh Grown Preserve 
Corporation, et al. v. Federal Trade Com- 
mission, 1940-1943 CCH TRADE CASES 
€ 56,191, 125 F. (2d) 917 (CCA-2, 1942) 

* This function coincides with the lay- 
man's common understanding of the term 
As defined in Webster's New International 
Dictionary (unabridged) (2d Ed., 1949), 
it is: “A slip of paper, parchment, cloth, 
leather, metal, etc., affixed to anything, 
and indicating, usually by an inscription, 
the contents, ownership, destination, rat- 
ing, etc. " This is the function of 
labels as spoken of in the report of the 
Food and Drug Administration for the 
year ending June 31, 1933. In discussing 
proposed changes in the law, it was said 
that intelligent buying is difficult 
if not impossible, unless labels are re- 
quired to carry enlightening information 
as to the composition and character of a 
product Under the new bill provision is 
made for disclosure on the label of suffi- 
cient facts to enable intelligent and dis- 
criminating buying—a requirement that 
will operate unquestionably to the advan- 
tage of the consumer and the responsible 
manufacturer."' See Dunn, Federal Food, 
Drug, and Cosmetic Act (1938), p. 27 
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of writing or by graphic illustration.’° The recent development of the self- 
service supermarket, drugstore and department store, with long rows of 
display shelves, has intensified the employment of the display label for the 
purpose of pursuasive advertising. Although labeling not directly attached 
to the article has always been designed for advertising purposes, the label 
on the immediate container, formerly thought to be exclusively for identi- 
fication purposes, has become a full-fledged advertising medium." 


The Food, Drug, and Cosmetic Act contains numerous provisions'™ 
making it mandatory that the labeling bear specified affirmative informa- 
tion—for example, all drug labels must bear a statement of the net quantity 
of contents, the name and place of business of the manufacturer or distrib- 
utor, and adequate directions for use.'* Superimposed on this structure 
of specific requirements is a sweeping negative prohibition of all labeling 
which is “false or misleading in any particular.”'* No intent to deceive 
need be shown.” This broad negative prohibition is implemented in Sec- 
tion 201(n)' through the imposition of a positive duty of affirmative 
disclosure whenever failure so to do would render the labeling deceptive. 
Section 201(n) provides that failure to disclose facts material in the light 
of the representations made or material with respect to the consequences 
which might result from the use of the article to which the labeling relates 
is relevant!’ in determining whether labeling is misleading. 


From these legal requirements, it follows that labeling may be rend- 
ered unlawful for the following reasons: (1) failure to state mandatory 
information, (2) inaccurate or inconspicuous statement of mandatory in- 
formation,'* (3) deceptive statement of volunteered information and (+) 


deception arising from failure to disclose material facts with respect to 


volunteered information. 


1941). 

“52 Stat. 
(1946). 

'7 In considering the question of whether 
labeling is misleading, it is mandatory 
that the fact-finding tribunal consider Sec. 
201(n). (Research Laboratories v. U. 8., 
167 F. (2d) 410 (CCA-9, 1948), cert. den., 
335 U. S. 843 (1948).) 


~ In drug labeling, illustrations are used 
to convey therapeutic representations 
chiefly through the device of the ‘‘before 
and after’’ photograph or drawing. See, 
for example U. 8S. wv. Fifteen Cartons, 
More or Less of Sekov Reducer, 45 F. 
Supp. 52 (DC Tex., 1942). 

11 A visit to any modern retail pharmacy 
or drugstore will confirm this statement. 


1041, 21 USC Sec. 321(n) 


252 Stat. 1050-1051, 21 USC Sec. 352(b). 
(d) 1-(h) (1946). : 

52 Stat. 1050-1051, 21 USC Sec. 352(b) 
(1), (2), (f) C1) (1945). 

“52 Stat. 1050, 21 USC Sec. 352(a) 
(1946). 

6U. 8S. v. 11% Dozen Packages 
“Mrs. Moffat’s Shoo Fly Powders for 
Drunkenness,’’ 40 F. Supp. 208 (DC, N.Y., 


* Failure to include mandatory informa- 
tion results in violations of specific sec- 
tions of the Act, whereas the inaccurate 
or inconspicuous statement thereof results 
in violation of the broad negative provi- 
sion as well. However, when volunteered 
information is challenged, it can only be 
on the ground that it is “false or mis- 
leading.”’ 
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This discussion is confined to the fourth category: the peculiar prob- 
lem of violations caused by deception allegedly resulting from failure to 
disclose material facts with respect to volunteered information. The basic 
problem is one of ascertaining when a positive duty of affirmative dis- 
closure arises in the context of a label advertisement representing thera- 
peutic efficacy. Problems regarding affirmative disclosures required under 
the ‘adequate directions for use” requirement'® are excluded, the intention 
being to focus on the disclosures that may be required under Section 


201 (n). 
Proof of Violations 


In order to prove that labeling is misleading because of deception 
arising from a failure to disclose material facts, the burden is on the govern- 
ment to establish the “net impression” actually conveyed by the labeling 
to the consuming public. If the substance of this “net impression” is to 
the effect that the drug is represented to be effective or efficacious in the 
treatment of the diseases named on the label, the next task will be to prove 
that the drug is neither effective nor efficacious in the treatment of the 
named diseases. This will establish proof that the product’s actual powers 
do not coincide with the representations made. In most cases it will require 
an affirmative showing of the true nature of the product under considera- 
tion. The first item of proof is a problem of label construction, and no 
attempt is here made to explore how the meaning conveyed by a label is 
ascertained in actual practice ;*° instead, only the problem of establishing 
the deception will be considered. 

For the purposes of discussion, the generic properties which inhere in 
every drug—the properties of weight, ingredients, potency, quality, etc. 
may be collectively referred to as the attributes of the drug. Because label 


representations range over a broad area from those which relate to attributes 
which are susceptible of accurate and precise measurement (for example, 


#52 Stat. 1051, 21 USC Sec. 352(f)(1) receive that determines the nature of the 


(1946). 

* Construction of the ‘‘net impression’’ 
conveyed by a label raises questions with 
respect to who is to construe the label, 
and what the proper criteria are. The Fed- 
eral Trade Commission has used the tes- 
timony of advertising psychologists to 
show what impression the label is likely 
to give or suggest to the purchaser. See 
Federal Trade Commission v. National 
Health Aids, 1952 CCH TRADE CASES 
"67,365 108 F. Supp. 340, 343 (DC Md., 
1952). The contention that it is the ‘‘net 
impression’’ which the public is likely to 


representation has not been carried to its 
logical extreme. In Charles of the Ritz v 
Federal Trade Commission, 1944-1945 CCH 
TRADE CASES 57,267, 143 F. (2d) 676 
(CCA-2, 1944), the respondent manufacturer 
of face powder claimed that the representa- 
tions were so incredible that no consumer 
would believe them. The argument was re- 
jected, despite the fact that the claim of 
“‘rejuvenation’’ was, to say the least, in- 
credible. There is a discussion of the label- 
construction problem in Colusa Remedy 
Company v. U. 8., cited at footnote 2, at 
pp. 559-560. 
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net weight) to those relating to attributes which are less precisely measura- 
ble (for example, potency), proof of deception will be accordingly more or 
less difficult to establish. Attributes most easily measurable are identity, 
contents, quantity, place of origin and of manufacture, and the like, and rep- 
resentations referring to them may be classified as being descriptive of the 
product as such. Attributes more difficult to measure include merit, thera- 
peutic value, potency and quality, and represe‘itations on labels which 
relate to these attributes may be classified as performance representations.*! 


Whether the challenged representation is of the descriptive type or 
the performance type, it is necessary for the government to ascertain and 
prove in court the true nature of the attribute referred to. Difficulties of 
measurement are more widespread in the latter category of representations, 
particularly in reference to the therapeutic claims. To the extent that 
medical therapeutics is an inaccurate and uncharted field of science, difficul- 
ties of measuring the truth or falsity of claims are certain to arise. Inas- 
much as every therapeutic claim is, in a sense, a prediction, it is affected 
by such variables as the individual patient’s condition, proper diagnosis, 
proper administration of the drug, etc. Doctors often disagree on the value 
and effect of certain drugs in the treatment of specified conditions. Estab- 


lishing therapeutic efficacy imposes problems in regard to the introduction 
of expert opinion evidence** based on scientific experimentation, clinical 
observation or general knowledge. Frequently, the type and description of 
the tests used on the drug and the number of samples tested must be 
proven in court. This, in turn, may involve disputes over methods of anal- 
ysis used and interpretation of the results, and the evaluation thereof. In 


whether the drug is effective or has the 


21 In cases where the challenged repre- 
powers that its labeling represents it to 


sentation is descriptive, the construction of 


the meaning conveyed by the label often 
offers the most difficulty because the true 
nature of a descriptive property or attri- 
bute is usually easy to ascertain. On the 
other hand, in cases where merit or qual- 
ity is referred to on the label, both in- 
quiries may be difficult. However, it is 
more often true that the meaning of a 
therapeutic claim can be more nearly pin- 
pointed than the precise merit of the 
product. 

2 In general, nonexperts may not give 
evidence on matters calling for expertise. 
On matters too complicated for the usual 
method of presentation, it is necessary to 
rely on expert opinions. Therapeutic effi- 
eacy of drug preparations is in this field. 
The medical expert must first be qualified 
(to distinguish him from the nonexpert, 
who would be an improper witness) and 
he then may state his opinion as to 


have, subject to the qualification that the 
opinion will be disregarded if he is unable 
to fortify it with sufficient facts. However, 
no matter how extensive the experimental 
or clinical tests (unless they are per- 
formed in the courtroom), the testimony 
of the expert remains opinion only. For 
cases raising the problem of evidentiary 
proof of therapeutic efficacy, see, for ex- 
ample, U. 8. v. One Device . - “Fou 
Eliminator’, 160 F. (2d) 194 (CCA-10, 
1947) (medical books and treatises); U. 8. 
v. 11% Dozen Packages ... “Mrs. Mof- 
fat’s Shoo Fly Powders for Drunkenness,’’ 
cited at footnote 15 (testimony that no 
complaints had been received); U. 8S. v. 
Fifty and Three-Fourths Dozen Bottles of 
*Sulfa-Seb,’”’ 54 F. Supp. 759 (DC Mo., 
1944) (testimonial letters); Research Lab- 
oratories v. U. 8., cited at footnote 17 (ex- 
pert testimony). 
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brief, what is involved is a most difficult and often expensive task of 
courtroom proof. The process of proof is further complicated by the fact 
that Congress gave official recognition in the Act to two schools of medicine 


which often conflict with each other.”* 


Moreover, the fact that a label need not be shown to be demonstrably 
false, but only misleading, does not relieve the government from a tedious 
and contentious problem of proof even after it ‘as established the “net 
impression” conveyed by the label, a difficult task in and of itself. Since 
the word “misleading” connotes a tendency to depart from the truth, it is 
necessary to ascertain and prove the true performance and attributes of 
the drug in order to measure the tendency, if any, of the representations 
to depart therefrom. Where the misleading nature of the label allegedly 
flows from a failure to disclose, the government’s proof in some cases will 


be directed to the probable consequences? 
of the article and to other aspects of its use which may be considered 
relevant in the light of the representations*’ appearing on the label. Indeed, 


28 52 Stat. 1050, 21 USC Sec. 351(b) (1946). 
See Wheeler, ‘‘Interference with the Prac- 
tice of Medicine Under the Food, Drug, 
and Cosmetic Act,’’ 3 FOOD DRUG COS- 
METIC LAW JOURNAL 364, 369 (1948). 

* Section 201(n) states that it is applic- 
able to those consequences which result 
from the use of the article under the 
= . conditions of use prescribed in the 
labeling thereof, or under such conditions 
of use as are customary or usual."’ The 
quoted language first appeared when it 
was added by the House Committee to 
Secs. 14-15(a) of the Wheeler-Lea Act (S. 
1077) dealing with false advertising in 
general (H. Rept. No. 1774, 75th Cong., 
3d Sess. (1938). See Dunn, Wheeler-Lea 
Act (1938), at pp. 309, 318.) Identical lan- 
guage, having the same meaning, was 
later added to S. 5, the food and drugs 
bill. (H. Rept. No. 2139, 75th Cong., 3d 
Sess. (1938). See Dunn, work cited at 
footnote 9, at pp. 815, 817 (1938).) 

In explaining the meaning of the lan- 
guage, the House report stated: ‘These 
words clearly include cases where the in- 
jury may result from the use of the com- 
modity as recommended in the advertise- 
ment or where it is used under customary 
or usual conditions. The section does not 
contemplate penalization in those cases 
where the use is not as recommended and 
is not under usual or customary condi- 
tions. It is not intended to extend to 
cases where there might be injurious re- 
sults merely because of reactions of con- 
sumers due to their peculiar idiosyncra- 
sies or allergic conditions."" However, the 
which would be material only in the event 


* which may result from the use 


courts have expanded the provision to the 
extent of requiring a disclosure of facts 
the product was misused. (U. 8. v. 12 Bot- 
tles of Esterex (DC Mo., 1946), Kleinfeld 
and Dunn, Federal Food, Drug, and Cos- 
metic Act 1938-1949 (1949), p. 523. Cf 
Aronberg v. Federal Trade Commission, 
1940-1943 CCH TRADE CASES 56,324, 132 
F. (2d) 165 (CCA-7, 1942) (warnings against 
excessive use). 

* Note that the mere suggestion of a 
fact in the mind of a hypothetical reader 
of the label, even though no direct repre- 
sentation is made, is enough to render the 
omission a material one. Objection to the 
word “‘suggested"’ in Sec. 201(n) arose in 
the debate in the House on the Wheeler- 
Lea Act. Congressman Lewis stated: ‘I 
submit the words ‘or suggested’ 
should be stricken. To subject a person, 
firm, or corporation to penalties for what 
may seem to some imaginative reader to 
be a misleading representation, merely 
‘suggested’ but not actually ‘made’ is go- 
ing entirely too far. This would be going 
far into the realm of speculation, which 
no penal statute should enter. A ‘design. 
device, sound, or any combination thereof’, 
might ‘suggest’ one thing to one person, 
another thing to another person, and noth- 
ing at all to a third.’ (83 Congressional 
Record 546 (January 12, 1938).) See Dunn, 
work cited at footnote 24, at p. 214 (1938). 
The contention that this type of uncer- 
tainty will render a statute unconstitu- 
tional has been rejected in Jasnowski v 
Connolly, 192 Mich. 139, 158 N. W. 229 
(1916). Cf. Otis and Co. v. Securities and 


(Footnote continued on next pave) 
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whether it is attempted to be proven that labeling is false on its face or 
misleading, either because of improper emphasis or material omission, it 
is essential for the government to ascertain the actual performance or de- 
scriptive properties of the drug, as the case may be. The only standard 
of truth against which a label representation can be judged to be untrue 
or misleading due to the iailur2 to disclose material facts is the product 
itself. 
Therapeutic Representations Prior to 1938: 
The McAnnulty Doctrine Ascendant 


Even before the enactment of a national food and drug law,** the 
Supreme Court had dealt with the problem of establishing proof of the 
falsity of therapeutic representations. In American School of Magnetic 
Healing v. McAnnulty,?* the Postmaster General had, pursuant to the fed- 
eral postal statutes, issued a fraud order against the American School of 
Magnetic Healing, withholding mail sent to them on the ground that they 
had sent through the mails advertisements containing fraudulent thera- 
peutic representations. The Court held that a finding of falsity (necessary 
to prove fraud) could not be made respecting the good-faith claim of 
therapeutic merit for magnetic healing when the views of the medical pro- 
fession as to the efficacy of the method of treatment advocated had not vet 
crystallized. The Court said: 

As the effectiveness of almost any particular method of treatment of 
disease is, to a more or less extent, a fruitful source of difference of opin- 

ion, even though the great majority may be of one way of thinking, the 

efficacy of any special method is certainly not a matter for the decision of 

the Postmaster General within these statutes relative to fraud. Unless the 

question may be reduced to one of fact as distinguished from mere opinion, 

we think these statutes cannot be invoked for the purpose of stopping the 

delivery of mail matter.*5 


Stating the assumption underlying the McAnnulty holding that “the 
effectiveness of almost any particular method of treatment of disease is, 
to a more or less extent, a fruitful source of difference of opinion” another 
way, the therapeutic value of a treatment for disease is not ascertainable 
as a matter of fact, but is a question of opinion on which experts differ. 
The Court said: 





(Footnote continued from preceding page) 

Exchange Commission, 106 F. (2d) 579 
(CCA-6, 1939) where a representation ‘‘im- 
plied’’ was made the criterion for judging 
the materiality of an omitted fact. It was 
there held that the representation made 
implied a price for securities that was 
fixed by supply and demand reflecting a 
free and open market for the security in- 
volved. On the basis of this implication, 


the fact that the market was stabilized by 
the brokers promoting the sale became a 
material one, and failure to reveal such 
fact was a crime under the Securities Act 
of 1933 (48 Stat. 85, 15 USC Sec. 77q(a)(2).) 

* The first nation-wide food and drug 
law was known as the Food and Drugs 
Act of 1906 (34 Stat. 768 (1906). 

* 187 U.S. 94 (1902). 

* Cited at footnote 27, at pp. 105-106. 
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We mean by that to say that the claim of complainants cannot be the 
subject of proof as of an ordinary fact; it cannot be proved as a fact to 

be a fraud, or false pretense or promise, nor can it properly be said that 

those who assume to heal bodily ills or infirmities by a resort to this meth- 

od of cure are guilty of obtaining money under false pretenses, such as are 

intended in the statutes, which evidently do not assume to deal with mere 

matters of opinion upon subjects which are not capable of proof as to their 
falsity. (Italics supplied.)?9% 

The Court could thus find no “stundard by which to prove the asser- 
tion false and a fraud.” The efficacy of the method of treatment advoczted 
was the only standard of truth by which the falsity of the therapeutic 
representations could be judged, and the efficacy of the method was in- 
capable of ascertainment. The Court was forced to the conclusion that the 
falsity of the representations could not be established and that, therefore, 
the finding was unsupported by substantial evidence.*” The nub of the 
holding is that it is legally impossible to make a finding of falsity on almost 
all good-faith claims of therapeutic merit.** 


“ 


The case foreshadowed what was to be the chief difficulty in driving 
the so-called “quack medicines” out of the channels of interstate commerce 
under the national food and drug law, namely, the necessary finding of 
the falsity of the therapeutic claim. If, as the McAnnulty decision says, a 
claim of therapeutic merit is a subject not capable of proof as to its truth 


or falsity, the misleading character of a therapeutic claim is not ascertain- 
However, as the later cases indicate, the assumption that 
there could be no standard by which to prove the falsity of a therapeutic 
claim was too broad. Such a rule would have left no room for advancement 


able as a fact. 


in medical science. 
Under the Food and Drugs Act of 1906,5* the language of the mis- 
branding section with reference to all label representations provided that 





* Cited at footnote 27, at p. 104. 

” Always, at common law, an essential 
element in the proof of fraud had been a 
showing of falsity. The same was true of 
the crime of false pretenses. The Mc- 
Annulty decision affirms this rule in cases 
arising under the federal postal statutes 
(Rev. Stat. 3929 as amended, 39 USC Sec. 
259 (1946): Rev. Stat. 4041 as amended, 
39 USC Sec. 732 (1946)). It has been 
held that under the Federal Trade Com- 
mission Act (38 Stat. 717 (1914) as 
amended, 21 USC Secs. 41, and follow- 
ing (1946)) an assertion cannot be proved 
deceptive when there exists a_ conflict 
among experts as to its truth or falsity. 
(L. B. Silver Company v. Federal Trade 
Commission, CCH TRADE REGULATION 
REPORTS (Supp. Vol. V), { 5529, 289 F. 
985 (CCA-6, 1923).) But see Reilly v. 


Pinkus, 338 U. S. 269, 277 (1949), in which 
the Supreme Court points out that the Fed- 
eral Trade Commission is empowered to 
issue cease-and-desist orders without find- 
ings of fraud under Sec. 5 of the Act (38 
Stat. 719 (1914) as amended, 21 USC Sec. 
45 (1946)). Whether or not the same 
would be true under Sec. 15(a) (52 Stat. 
116 (1938), 21 USC Sec. 55(a)(1) (1946)), 
regulating false advertising, is left un- 
answered. 

“™ Later decisions reviewing the action 
of the Postmaster General in similar cases 
limited the court's inquiry on review to 
the determination of whether or not the 
subject matter was one as to which a find- 
ing of truth or falsity could be made. See 
Missouri Drug Company v. Wyman, 129 
F. 623 (CCA-8, 1904). 

* See footnote 26. 





PAGE 638 FOOD DRUG COSMETIC LAW JOURNAL—NOVEMBER, 1954 
they would be unlawful if “false or misleading in any particular.’’** This 
language was given very liberal construction in UL’. S. v. Ninety-Five Bar- 
rels of Alleged Apple Cider Vinegar,** where a representation descriptive 
of the contents was challenged.*® The Supreme Court said: 

Tle statute is plain and direct. Its comprehensive terms condemn every 
statement, design, and device which may nislead or deceive. Deception may 
result from the use of statements not technically false or which may be 
literally true. The aim of the statute is to prevent thet resulting from 
indirection and ambiguity, as well as from statements which are false. It is 
not difficult to choose statements, designs, and devices which will not de- 
ceive. Those which are ambiguous and liable to mislead should be read 
favorably to the accomplishment of the purpose of the act.%6 
It is significant that this broad statement was made in reference to 

a descriptive representation. There is no indication in the opinion that this 
standard of precision applies to therapeutic claims.*7 That such a high 
standard of exactitude could not be applied to therapeutic claims has been 
strongly implied by Justice Holmes in the case of U. S. v. Johnson,** 
which it had been held that the “false or misleading” criterion of the 1906 
Act was limited in its application to descriptive representations, and that 
no attempt had been made to regulate performance representations. Justice 
Holmes bolstered the conclusion that Congress did not intend to subject 
therapeutic claims to the regulation of the Act by stating: 


in 


It was much more likely [for Congress] to regulate commerce in food 
and drugs with reference to plain matter of fact, so that food and drugs 
should be what they professed to be, when the kind was stated, than to 
distort the uses of its constitutional power to establishing criteria in re- 
gions where opinions are far apart. See American School v. McAnnulty 

89 


Holmes accepted the assumption that in the field of therapeutics opin- 
ions are far apart, and it follows that it is impossible to formulate a stand- 
ard of truth against which representations of therapeutic merit may be 


measured. This decision for the first time suggested that the problem 


presented by the McAnnulty case was constitutional, namely, that when 
intelligent and educated men differ in their evaluation of therapeutic 
potency, it lies without the bounds of constitutional power for Congress 


strengthen Sec. 502(ay so that it would 
extend the broad language of the Cider 


™ Sec. 8, 34 Stat. 770 (1906). 
™ 265 U. S. 438 (1924). 


™ The representation referred to “‘Apple 
Cider Vinegar made from selected apples’’ 
when, in fact, it was made from evapo- 
rated apples. 

™® Cited at footnote 34, at pp. 442-443. 

* One writer has suggested that the ob- 
jective sought by Sec. 20l(n) was to 


Vinegar holding to therapeutic as well as 
descriptive claims. (Kleinfeld. ‘‘Legisla- 
tive History of the Federal Food, Drug, 
and Cosmetic Act,’ 1 FOOD DRUG COS- 
METIC LAW QUARTERLY 570. footnote 
39 (1946).) 

% 221 U. S. 488 (1911). 

* Cited at footnote 38, at p. 492. 
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to give the fact-finder the power to condemn the one or approve the other ; 
to do so would violate the due-process clause of the Fifth Amendment and 
prevent the laying of a definite charge under the Sixth Amendment in 
jury cases.*° 

Following the Johnson decision, Congress enacted the Sherley Amend- 
ment to “reaffirm” its desire to have therapeutic claims regulated. In 
light of the constitutional implications of the Holmes dictum, the provision 
was restricted to those claims which were “false and fraudulent.”* Speak- 
ing in the House, Congressman Sherley said: 

This Act has been drawn with some care and as perfected by the 
amendments offered will certainly reach those cases of fraud without under- 
taking to have the government enter the disputed domain that lies outside 
the scope of proper legislation.4? 

Soon after its enactment, the new section was attacked on constitutional 
grounds in Seven Cases of Eckman’s Alterative v. U. S.,“ a case involving 
a claim of therapeutic effect. In upholding the validity of the “false and 
fraudulent” standard, the Supreme Court said: 

Congress deliberately excluded the field where there are honest differ- 
ences of opinion between schools and practitioners. Cong. Rec. 62d Cong. 
2d Sess. vol. 48, part 12, Appx. p. 675. It was, plainly, to leave no doubt 
upon this point that the words “false and fraudulent” were used.44 
Three years afterwards, Judge Cardozo, speaking for the New York 

Court of Appeals construing similar language pointed out that the require- 
ment of scienter necessary to prove fraud saved that statute from any 
constitutional difficulty.* Thus, it seems clear that the so-called McAnnul- 
ty rule*® constituted a limitation on the regulation of therapeutic claims. 
However, large exceptions were being carved into the M/cAnnulty limita- 


tion.** 


From the very moment of its announcement, the broad assumptions 
underlying the McAnnulty rule were qualified. It never was required that 


"In the McAnnulty decision, the Su- and, hence, unconstitutional. 
preme Court expressly laid to one side, “ 37 Stat. 416 (1912). 
and did not discuss, constitutional issues *2 48 Congressional Record 11322 (1912). 
(Cited at footnote 27, at p. 103.) In Green * 239 U.S. 510 (1916). 
v. Blanchard, 138 Ark. 137, 211 S. W. 375 “Cited at footnote 43, p. 517. 
(1919), an Arkansas statute creating a oR . . 
state board of medical examiners and em- Mt ge ghey! vy A — 
powering it to grant and revoke licenses z 5d 4 Peak. : 
of dentists and providing that the board “ The name “McAnnulty rule” is a mis- 
might revoke for publication of any nomer. The rule that stemmed from the 
“fraudulent or misleading statement as to “cAnnulty case was formulated in the 
the skill or method of any person or op- Johnson and Eckman decisions. 
erator’’ or for ‘‘advertising . . . with the “See Carver, ‘“‘The Rule in the Mc- 
view of deceiving or defrauding the pub- Annulty Case,"" 5 FOOD DRUG COS- 
lic’’ was held too indefinite and uncertain METIC LAW JOURNAL 494 (1950). 
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the finder of fact surrender his intelligence.** In the opinion itself, the 
court stated significantly: “There is no claim that the treatment . . . will 
always succeed.”*® Consequently, the cure-all was, from the very begin- 
ning, excluded from the protective cloak of the rule because even if opinion 
might differ as to the therapeutic merit of a product, it could unmistakably 
be shown that the product could not succeed in all cases.*° 


Limitations on the area to which the rule applied were restated in the 
Eckman decision : 

Congress recognized that there was a wide field in which assertions as 

to curative effect are in no sense honest expressions of opinion, but consti- 

tute absolute falsehoods, and in the nature of the case can be deemed to 

have been made only with fraudulent purpose.5! 

Advancing scientific knowledge played the greatest role in cutting 
down the field of representations not capable of proof as to truth or falsity. 
In a case®® involving a product which had been unsuccessfully prosecuted 
eleven years before, the court, in finding for the government, stated: 

. progress has been made in eliminating as futile, treatments and drugs which 
eleven years ago there may have been some reason to believe would be found to 
have efficacy.5% 

Of course, where representations are sufficiently broad, the deiendant 
in his haste for financial exploitation of the remedy often “cooks his own 


goose” by overstating the value of the product.** Leach v. Carlisle,” de- 
cided under the postal-fraud statutes, was such a case, the court holding 
that the claim of effectiveness need not be proved false under the statute if 
it could be shown that the advertising had a capacity to mislead. 


Although, in prosecutions under the postal-fraud statutes*®® and the 
Food, Drug, and Cosmetic Act, the burden of proof is always on the gov- 
ernment*? to show that the challenged therapeutic representation is false, 
the above limitations have excluded from the immunity of the Wcednnulty 
rule the vast majority of false therapeutic claims. However, although the 


O’Brien, 28 F. (2d) 817 
(CCA-9, 1928). The earlier prosecution 
was U. 8S. v. Tuberclecide Company, 252 


* See Weltmer v. Bishop, 171 Mo. 110, % Aycock v. 
71 S. W. 167 (1902). 


" Cited at footnote 27, at p. 105. 


“” Where an article is represented as a F. 


cure-all, no room is left for any difference 
of opinion. (U. 8. v. 23 Phonograph Rec- 
ords, etc., CCH FOOD DRUG COSMETIC 
LAW REPORTS { 7220, 192 F. (2d) 308 
(CA-2, 1951).) Cf. Jarvis v. Shackleton 
Inhaler Company, 136 F. (2d) 116 (CCA-6, 
1943) (presence of a money-back guaran- 
tee negatives a contention that the prod- 
uct is a cure-all). 
"Cited at footnote 43, at p. 518. 


938 (DC Calif., 1916). 
™* Aycock v. O’Brien, cited at 
52, at p. 819. 

5! See, for example, U. 8. v. 6 Devices 
“Electreat Mechanical Heart,’’ 38 ¥. Supp 
236 (DC Mo., 1941). 

*® 267 F. 61 (CCA-7, 1920). 

™ Rev. Stat. 3929 as amended. 39 USC 
Sec. 259; Rev. Stat. 4041 as amended, 39 
USC Sec. 732. 

3% Post v. U. 8., 


footnote 


135 F. 1 (CCA-5, 1905) 
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“disputed domain that lies outside the scope of proper legislation” may be 
small, there is no doubt that it exists. It clearly existed in the mind of 
Congress in the enactment of the 1938 Act. 


Congressional Recognition of McAnnulty Rule 

In the Act of 1938, the “false and fraudulent” standard was replaced 
by the “false or misleading” test of the earlier law. In the new law Con- 
gress specifically indicated its intent to regulate therapeutic claims, thus 
precluding another Johnson decision. In addition, contrary to their intent 
in enacting the Sherley Amendment, Congress indicated an intent to regu- 
late in precisely the area excluded under the McAnnulty rule in the prior 
law, namely, the field in which there existed honest differences of opinion 
among schools and practitioners. 


Although by this time it had been made clear that the area in which 
such differences of opinion existed was severely circumscribed,®* Congress 
recognized the existence of a constitutional barrier against regulating thera- 
peutic claims by a “false or misleading” standard in areas where substan- 
tial differences of opinions existed. The final House report pointed out: 


It is a well-known principle of law that a statute providing punish- 
ment for the commission of an offense must describe the offense with a 
reasonable degree of certainty. There are clear implications in cases arising 
under the old Food and Drugs Act and other laws that Congress may not, 
by a simple and unqualified prohibition against misleading representation, 
penalize the making of a representation of therapeutic effect regarding the 
truth of which expert opinion differs. . . 5% 


With the above rule of law in mind, many efforts were made, before 
a final solution was arrived at, to solve the constitutional problem. The 
early approaches avoided regulation of claims regarding the truth or falsity 
of which qualified expert opinions differed. Accordingly, the Tugwell bill,“ 
introduced in 1933, provided briefly that a therapeutic representation 


*U. 8S. wv. Seven Jugs “Dr. Salsbury’s at p. 821 (1938). 

Rakos,’’ 53 F. Supp. 746, 759 (DC Minn., ”S. 1944, 72d Cong. Relevant to the 
1944): ‘* . . . it must be obvious that tre- meaning intended by the term “general 
mendous advancements in scientific knowl- agreement of medical opinion,’’ Commis- 
edge and certainty have been made since sioner Campbell stated during the hear- 


the rule in the McAnnulty case was first 
announced. Questions which previously 
were subjects only of opinion have now 
been answered with certainty by the ap- 
plication of scientifically known facts. In 
the consideration of the McAnnulty rule, 
courts should give recognition to this 
advancement.” 

®H. Rept. No. 2139, cited at footnote 
24; see Dunn, work cited at footnote 9, 


ings that if ‘‘20 percent of them [experts] 
were to say it was an effective remedy and 
80 percent that it was not, there would 
be no violation of the law. It must 
be almost 100 percent general agreement 
of medical opinion."' (Hearings before the 
Senate Committee on Commerce on 5S. 
1944, 73d Cong., 2d Sess. (1933), as re- 
ported in Dunn, work cited at footnote 9, 
at p. 1079. 
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would render the label unlawful if it were “contrary to the general agree- 
ment of medical opinion.” This language remained essentially the same 
in later bills* except that therapeutic representations with respect to drugs 
were excepted from the “false or misleading” standard if they were sup- 
portable by “substantial medical opinion or demonstrable scientific facts.’ 
Finally, the language was turned around so as to provide that representa- 
tions would be unlawful if they were unsupported by either substantial 
medical opinion or demonstrable scientific facts.** In substantially this 
form, the bill passed the Senate, but later died in the House. Subse- 
quently, difficulties encountered concerning the definition of the term “med- 
ical opinion” and the unreliability of the standard led Congress to scrap 
the provision in its entirety, and start anew. Up to this point, Congress 
had made no attempt to regulate where honest differences of opinion ex- 
isted between groups of qualified practitioners. The committee report 
pointed out that the proposals: 

.. avoid . . . entry into these controversial fields and place . . . upon the Government 


the burden of proving that there is neither substantial medical opinion nor demonstra- 
ble scientific fact in support of the claims made.® 


In its new approach, Congress decided to abandon the attempt to 


keep regulation outside the field in which honest differences of opinion 
among qualified medical experts existed. This it did by creating a con- 
ditional proviso exempting representations regarding the truth of which 
“there exists substantial difference of opinion among experts qualified by 
scientific training and experience” from prosecution for being misleading 
if the label stated the existence of the difference of opinion.“* The ex- 





*! S. 2000, 73d Cong.; S. 2800, 73d Cong.; 
S. 5, 74th Cong. 
* Dunn, work cited at footnote 9, at p. 


* Dunn, work cited at footnote 9, at p. 
74. The term ‘“‘medical opinion’’ was de- 
fined as ‘‘the opinion of physicians, pharm- 
acologists, dentists, or veterinarians relat- 
ing to the fields of their respective profes- 
sions."’ (P. 72.) In explanation during the 
Senate hearings, Commissioner Campbell 
stated: ‘‘What we are seeking to do here 
is to put the courts on notice, which they 
claimed they failed to have in the terms 
of the present act, that it is the purpose 
of Congress to have consideration given 
therapeutic claims. . . . but when we deal 
with therapeutic claims on medicinal prod- 
ucts, we are still in the field of varying 
opinions. It is only that claim to which 
the terms of the law apply, where no 
substantial medical opinion can be adduced 
to support it and no demonstrable scien- 
tific exhibition can be made to prove it.’ 


Hearings cited at footnote 60, as reported 
in Dunn, work cited at footnote 9, at p. 
1165. 

* Dunn, work cited at footnote 9, at p. 


®S. Rept. No. 493, 73d Cong., 2d Sess. 
(1934), as reported in Dunn, work cited at 
footnote 9, at p. 116; S. Rept. No. 361 74th 
Cong., ist Sess. (1935), as reported in 
Dunn, work cited at footnote 9, at p. 251. 

“The new section, together with the 
proviso, read as follows: ‘‘(n) If an article 
is alleged to be misbranded because the la- 
beling is misleading, then, in determining 
whether the labeling is misleading there 
shall be taken into account (among other 
things) not only representations made or 
suggested by statement, word, design, de- 
vice, or any combination thereof, but also 
the extent to which the labeling fails to re- 
veal facts material in the light of such 
representations or material with respect to 
consequences which may result from the 
use of the article to which the labeling 
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empting proviso was placed in the definitional part of the law, along with 
an entirely new section which had originated in the House in mid-1937 
when the Committee on Interstate and Foreign Commerce had before it™ 
both S. 5 (Copeland Act) and S. 1077 (Wheeler-Lea Act). The new sec- 
tion was the present Section 201(n), and it—together with the exempting 
proviso—was incorporated into Section 15(a) of the Wheeler-Lea Act and 
Section 201(n) of the Copeland Act.** 


The House considered the Wheeler-Lea Act before the food and 
drug bill, and approved Section 15(a) with the proviso.® Later, after 
conference with the Senate, notwithstanding that the language of the pro- 
viso was thought to be necessary to satisfy the constitutional requirements 
as to definiteness in a criminal statute, the proviso was deleted. This 
deletion was ostensibly on the grounds that the proviso was not neces- 
sary for the purposes of the legislation." The real basis for the deletion 
seems to have been fear that the proviso would provide a loophole for 
the unscrupulous,”* and that it would be better not to attempt to codify 
the McAnnulty rule. The final House report indicates legislative aware- 
ness of the McAnnulty limitation notwithstanding the deletion of the pro- 


relates; but if, at the time of the com- 
mission of the prohibited act with respect 
to the article alleged to be misbranded, 
there exists a substantial difference of 
opinion, among experts qualified by scien- 
tific training and experience, as to the 
truth of a representation, the labeling shall 
not be considered misleading on account 
of such representation if it states clearly 
and prominently the fact of such difference 
of opinion.”’ H. Rept. No. 1613, 75th Cong., 
1st Sess. (1937), as reported in Dunn, work 
cited at footnote 24, at p. 163 (1938); 
Committee Print No. 3 (August 19, 1937), 
reprinted in Dunn, work cited at footnote 
9, at p. 754. The later changes deleted 
everything appearing after and including 
the proviso, and substituted therefor ‘‘un- 
der the conditions of use prescribed in 
the labeling thereof or under such condi- 
tions of use as are customary or usual." 
H. Rept. No. 1774, 75th Cong., 3d Sess. 
(1937), as reported in Dunn, work cited at 
footnote 24, at p. 318. 

* See, Cavers, ““The Food, Drug, and 
Cosmetic Act of 1938,"" 6 Law and Contem- 
porary Problems 2, 18 (1939). 

* See Congressional Record, 73d Cong., 
appendix pages 12, 462-12, 467; see Dunn, 
work cited at footnote 9, at pp. 752, 754 
and work cited at footnote 24, at pp. 157, 
163 (1938). 

* Dunn, work cited at footnote 24, at 
pp. 200, 278 (1938). 


™ Dunn, work cited at footnote 24, at 
Pp. 261; 83 Congressional Record 546-574 
(1938). 

"™ H. Rept. No. 1774 cited at footnote 66. 

™ During the debate in the House on the 
question, Mr. Leavy summarized these ob- 
jections: “‘The definition seems to go far 
beyond the needs of the situation. It even 
gets into the field of substantive law be- 
cause it states substantially, that if the 
manufacturer of a patented medicine were 
to get two experts, both licensed physi- 
cians, to make affidavits or certify, one of 
them that the medicine would do what the 
manufacturers claim for it, the other that 
he doubted the claims made for it, and 
such advertisement were published, then 
he would be immune, in spite of the fact 
that subsequently it were proven that the 
advertisements were false. The language 
is: ‘If there exists a substantial difference 
of opinion’, and experts can be procured 
to so state, then the advertisement may be 
published, provided it carries the views of 
the opposing experts. It opens a new and 
most promising field for ‘experts’ and re- 
quires that they get pay for supporting 
and opposing from the same man. It seems 
to me honest publishers may well fear the 
operation of such a law, and it might be- 
come the means of aggravating the very 
evil it seeks to cure."' 83 Congressional 
Record 646-674 (1938), reported in Dunn, 
work cited at footnote 24, at p. 269. 
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viso. The report indicates clearly that the proviso is contained within the 
broad language of Section 201(n): 


If only a few experts regard a label statement of curative value as true 
but the great body of qualified experts in that particular field regard the 
statement as untrue, then there may be substantial ground for concluding 
that the curative claim is misleading unless it is qualified in such a way as 
to show the existence of conflicting opinion as to its truth. Certainly a 
consumer seeking a remedy for a disease condition has the right to know, 
when it is a fact, that the representations of curative value have only a nar- 
row and limited support; and if the labeling fails to reveal that fact, which 
is a material fact in the light of the representations made, then the labeling 
may be regarded as misleading. However, the misleading character of the 
label may be corrected by an appropriate qualifying statement revealing 
this material fact. (Italics supplied. )7 


Identical changes were made in the food and drug bill, and the pro- 
vision became Section 201(n) of the Food, Drug, and Cosmetic Act sans 


proviso."* 
The full text of Section 201(n) reads: 


If an article is alleged to be misbranded because the labeling is mis- 
leading, then in determining whether the labeling is misleading there shall 
be taken into account (among other things) not only representations made 
or suggested by statement, word, design, device, or any combination thereof, 
but also the extent to which the labeling fails to reveal facts material in 
the light of such representations or materia! with respect to consequences 
which may result from the use of the article to which the labeling relates 
under the conditions of use prescribed in the labeling thereof or under such 
conditions of use as are customary or usual.75 


Congress removed the constitutional barrier stemming from the 
McAnnulty decision by enacting the above section. It provides that in 
that category of therapeutic claims which are within the “disputed domain 


that lies outside the proper scope of regulation” by a “false or misleading”’ 
standard, misbranding will result only if no statement revealing the ex- 
istence of a difference of opinion is made. Section 201(n) includes within 
its broad language a limitation on the strict standard in Section 502(a)*® 
exempting, from the “false or misleading” test, those claims concerning 
which “there exists a substantial difference of opinion among experts qual- 
ified by scientific training and experience as to the truth of the represen- 
tations,” when the existence of such a state of opinion is disclosed on the 
label. Since it can be proved that a difference of qualified medical opinion 
exists and since it can be proved that a statement appearing on the label 


™%H. Rept. No. 2139, cited at footnote ™ Dunn, work cited at footnote 9, at p. 
24, as appearing in Dunn, work cited at 817. 
footnote 9, at p.822. ™ See footnote 14. 
™ See footnote 14. 
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reveals this difference of opinion, the “false or misleading” standard is 
free from constitutional attack on ground of its being too vague.” 


Section 201(n) gives recognition to the fact that medical science is 
not static. What is regarded as a therapeutically useful drug today may 
be considered toxic tomorrow. Representations in respect to those drugs 
whose therapeutic efficacy is undetermined or is in a state of flux cannot, 
according to the McAnnulty rule, be regulated by a “false or misleading” 
standard exclusively. But this does not prohibit Congress from requiring 
that a statement disclosing the existence of a difference of opinion be placed 
on the label when such is the fact, and further providing that a failure to 
so state shall be unlawful.** When such a differente of qualéfied medical 
“opinion exists respecting the truth or'‘falsity of the -representations, the 
qualifying statement of its existence corrects what would otherwise be 
misleading labeling. 

The section probably goes to the limit of constitutional power in this 
field. To require a drug manufacturer or distributor to guarantee the 
therapeutic efficacy of a drug™ regarding which medical knowledge, though 
substantial, is not conclusive would be to deprive him of property without 


due process of law. 


This requirement of affirmative disclosure in effect condemns the 
“half-truth.””. The provision has counterparts in other federal laws regu- 
lating the economic sphere.*® In connection with the regulation of regis- 
tration statements under the Investment Company Act of 1940,"' it is 
provided : 


It shall be unlawful . . . to omit to state therein any fact necessary in 
order to prevent the statements made therein, in the light of the circum- 
stances under which they were made, from being materially misleading.5? 


™ This technique avoided the pitfall of 1051 (1938), 21 USC See. 352(f)(1) (1946), 
compiling a statutory list of diseases con- requiring that drugs shall bear adequate 
cerning which no therapeutic claims would directions for use has been interpreted to 
be permitted. See, for example, Connecti- require that the labeling state the purpose 
cut Rev. General Stats. Sec. 3950 (1949); and conditions which the drug is intended 
Florida Stats. Sec. 500.19 (1949). The list to affect. (Alberty Food Products v. U. 8., 
is unduly restrictive. CCH Food Drug Cosmetic Law Reports 

* An interpretive regulation under Sec. "7225, 194 F. (2d) 463 (CA-9, 1952). 
201(n) provides: ““The existence of a dif- “The provision in sec. 15(a) of the 
ference of opinion, among experts quali- Wheeler-Lea Act is identical, except that it 
fled by scientific training and experience, includes representations suggested by 
as to the truth of a representation made sound. (52 Stat. 116 (1938), 15 USC Sec. 
or suggested in the labeling is a fact 55(a)(1) (1946). 

(among other facts) the failure to reveal "54 Stat. 789 (1940), 15 USC Secs. 80, 

which may render the labeling misleading, and following (1946). 

if there is a material weight of opinion =@54 Stat. 840 (1940), 15 USC Sec. 

contrary to such representation.’’ 21 CFR 20a33(b) (1946). The Securities Act of 

1.3 (1949). 1933 contains a similar provision (48 Stat. 
”® Section 502(f)(1) of the Act, 52 Stat. 85 (1933), 15 USC Sec. 77(q)(a)(2) (1946)) 
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Similar provisions appear in the regulations promulgated under the 
Securities and Exchange Act of 1934.%° In the area of economic control 
under the Securities and Exchange Commission, Congress has seen fit to 
prevent the “half-truth.” It would be unusual, indeed, for the Congress 
to have prescribed a lesser standard of truthfulness in the public-health 
sphere regulated by the Federal Food, Drug, and Cosmetic Act. It remains 
to be seen how the section has fared since its enactment. 


Interpretation of Section 201 (n) Under 1938 Act 


In the light of all that has been said, it seems reasonably clear that 
an affirmative duty to disclose under Section 201(n) arises in a situation 
where there exists a difference of qualified medical opinion respecting the 
therapeutic efficacy of a drug product. However, in Cnly one case has a 
court decreed that the difference of opinion must affirmatively appear 
on the label. The Nutrilite consent decree™ contained the following 
paragraph : 

. . nor shall the foregoing specifications preclude the making of statements or repre- 
sentations which are supported by reliable scientific opinion, although not supported 
by the consensus of scientific opinion, provided the statements or representations are 
qualified by an explanation that a difference of reliable scientific opinion respecting 
the same does exist; and in the event of conflict between the provisions of this 
subparagraph 31 and any other provisions of this decree, the provisions of this sub- 
paragraph 31 shall prevail.55 


The Nutrilite decree is the only proper judicial recognition of the 
significance of a difference of medical opinion.*® The courts have been 


suit brought by the government); see Lev, 


48 Stat. 881 (1934), 15 USC Secs. 78a, 
and following (1946); 17 CFR Secs. 240.10b- 
5(b), 240.15c1-2(b) (1949). See, for exam- 
ple, Securities and Exchange Commission 
v. Universal Service Association, 106 F.(2d) 
232 (CCA-7, 1939) (failure to disclose in- 
solvency); Securities and Exchange Com- 
mission v. Torr et al., 22 F. Supp. 602 (DC 
N. Y., 1938) (failure to disclose to cus- 
tomers that brokers were acting as dou- 
ble agents). Cf. Securities and Exchange 
Commission v. Macon, 28 F. Supp. 127 
(DC Colo., 1939) (failure to state both 
of two conflicting views of expert geolo- 
gists on a prospectus describing oil-bear- 
ing lands as not significant, since there 
was no claim that there might not be 
other geologists who would disagree). 

*U. 8. v. Mytinger and Casselberry, 
Inc., (DC Calif., 1951), Kleinfeld and 
Dunn, Federal Food, Drug, and Cosmetic 
Act 1951-1952 (1952), p. 204 (a consent de- 
cree issued as a result of an injunction 


“The Nutrilite Consent Decree, 7 Food 
Drug Cosmetic Law Journal 56, 68 (Jan- 
uary, 1952). 

™ Cited at footnote 84, at p. 210. 

“In the recent Horsey litigation, an 
attempt to have a similar provision in- 
corporated in the final decree was rejected 
by the court of appeals. The government 
sought to restrain the introduction into 
interstate commerce of drugs containing 
false therapeutic representations. The low- 
er court had found that ‘“‘the statements 
are neither false or misleading,”’ and dis- 
missed the bill. (U. 8. v. Hoxsey Cancer 
Clinic, CCH Food Drug Cosmetic Law 
Reports 97185 (DC Tex., 1950), Kleinfeld 
and Dunn, Federal Food, Drug, and Cos- 
metic Act, 1949-1950, p. 247 (1950). The 
court of appeals overruled the findings of 
fact, and ordered an injunction to issue 
(U. 8. v. Hoxsey Cancer Clinic, CCH Food 
Drug Cosmetic Law Reports 97235, 198 F. 
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unwilling to recognize the scope of Section 201(n) as it affects a difference 
of medical opinion. At the time of the passage of the Act, Commissioner 
Dunbar looked upon the section as containing the “key to the philosophy” 
of the Act.8* It was characterized in 1939 as one of the Act’s “most im- 
portant” sections.** However, its importance has been overlooked, and 
the scope of regulation of therapeutic claims provided by the section may 
well atrophy through nonuse. 

An example of nonrecognition of the full significance of Section 
201(n) is found in U. S. v. Seven Jugs .. . Dr. Salsbury’s Rakos,*® where 
the claimant, on motion for a new trial, asserted as error the failure of 
the trial court to give a requested instruction to the effect that the Act did 
not contemplate that statements with reference to the therapeutic value of 
a drug should be deemed to be false or misleading with respect to matters 
as to which there existed an honest ifference of opinion among schools 
and practitioners. The claimants sought to have the issue of whether or 
not such a difference of opinion existed left to the jury. They contended 
that failure to grant the requested instruction resulted in unconstitutional 
application of Section 502(a) because the jury was allowed to weigh dif- 
ferences of expert opinion and to decide whether or not the claims were 
false or misleading, depending on whether the jury followed the experts 
for the government or those for the claimant. This introduced, it was 
said, such uncertainty into Section 502(a) as to render it void.* 


The trial court properly refused the instruction, but for the wrong 
reason. The court ignored Section 201(n) and accepted claimant's assump- 
tion that the Act was not intended to regulate claims involving differences 
of qualified medical opinion, basing its refusal to give the instruction on 
the ground that no difference of opinion in fact existed. Whether such a 
difference of opinion existed was, according to the court, for it to decide 


(2d) 223 (CA-5, 1952), cert. den., 344 U. S. 
928 (1953), rehearing den. 345 U. S. 914 
(1953)). The district court then issued its 
decree containing a saving clause similar 
to that appearing in the Nutrilite decree. 
The government sought a writ of manda- 
mus compelling the district court to strike 
that part of the decree. The court of ap- 
peals certified a decree to the effect prayed 
by the government. (/n re U. 8&., ete., 
CCH Food Drug Cosmetic Law Reports 
97267, 207 F. (2d) 567 (CA-5, 1953)). 

It has been held that the Federal Trade 
Commission cannot order the disclosure of 
such a difference of opinion. Ada J. 
Alberty wv. Federal Trade Commission, 
1950-1951 CCH Trade Cases, 962,583, 182 
F. (2d) 36 (CA D.C., 1950), cert. den. 340 


U. S. 818 (1950). 

* Dunbar, ‘‘Pertinent Philosophy in Fed- 
eral Drug Control."" 1 FOOD DRUG COS- 
METIC LAW JOURNAL 268 (1946). 

™ Cavers, work cited, at p. 24. 

53 F. Supp. 746 (DC Minn., 1944). 

® The court characterized the conten- 
tion as follows: ‘‘Implicitly the argument 
. » » proceeds upon the assumption that it 
would be beyond the power of Congress 
to permit a claim of effectiveness to be 
found false by a jury where medical or vet- 
erinary opinion is divided on the matter. 
Whatever the merit of this assumption, 
it is clear that Congress has not attempted 
to do this in section 502(a) nor did it do 
so in prior legislation.’’ (P. 757.) 
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as a matter of law. However, the contention that such claims were not 
within the ken of the law is erroneous. Section 201(n) was designed to 
regulate such claims by requiring an indication of the existence of a dif- 
ference of qualified medical opinion to be placed on the label. The lack of 
such a statement on the label of Rakos made the claimant’s position incon- 
sistent when he requested the instruction because, by so doing, he admitted 
—in effect—that his product was misbranded. 


Congress provided that a therapeutic claim eliciting a difference of 
opinion among qualified experts would be exempted from possible con- 
demnation under Section 502(a) only if, under Section 201(n), the label 
bore statements revealing the difference of opinion. The existence of such 
a difference of opinion is manifestly a fact which can be proved like any 
other fact. If the claimant in the Rakos case had made such disclosure, the 
instruction should have been granted and the fact question left to the jury 
would have been as to whether or not such a difference of opinion did 
exist. The testimony of medical experts can be used to establish the proofs 
on this question.”! 


It has been held that evidence regarding therapeutic efficacy is 
inadmissible until it is first decided that the therapeutic merit of the drug 


is not a question about which there exists a difference of qualified medical 
opinion.*? This view is based on the erroneous dictum in the Rakos case 
to the effect that Congress did not attempt to regulate the field where the 
therapeutic value of the drug was a question on which experts were unable 
to agree, it following that it is a preliminary question governing admissi- 
bility of evidence for the court to ascertain whether the representation 


under consideration was of the type subject to the jurisdiction of the Act.* 

Even accepting the Rakos dictum that some claims were not intended 
to be regulated, the better view is that the initial determination is for the 
jury. Because it is impossible to disentangle the preliminary question 
governing admissibility from the ultimate question of truth or falsity, the 
judge should make a preliminary finding that the question is one capable 
of proof as a fact on which there exists no substantial difference of qualified 
medical opinion, subject to being reversed by the jury. The evidence re- 
specting therapeutic merit can then come in. In his charge, the court 


™ Eleven Gross Packages, etc. v. U. 8., the evidence is such that it appears that 


233 F. 71 (CCA-3, 1916). 

*U. 8. v. 17 Cases . . . Nue-Ovo, etc. 
(DC Iil., 1949), Kleinfeld and Dunn, work 
cited at footnote 86, at p. 124 (1950). 


" Case cited, footnote 89, at p. 758: “‘If 


the question of effectiveness has not trans- 
cended the realm of opinion into the realm 
of demonstrable fact, the court must hold 
as a matter of law that assertions of effec- 
tiveness are not false and refuse to sub- 
mit the question to the jury.” 
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should instruct on both issues.°** The proper charge, utilizing Section 
201(n), would be instruction to the jury that: (1) they must first deter- 
mine whether the difference of opinion among experts exists, and (2) if 
they so find, then, unless such mention is made in the labeling of the prod- 
uct, they must find for the government.* Contrariwise, if no material dif- 
ference of opinion is found to exist, the jury may move on to consider 
the question of the truth or falsity of the claims made. 


What evidence will be required to establish the existence of a dif- 
ference of qualified medical opinion? From the legislative history, it seems 
quite clear that the disagreement of two schools of medicine is not required, 
it being sufficient if there exists a small group adhering to one belief.*° 
The express language of the exempting proviso in Section 201(n) was 
deleted because it was feared that any patent-medicine maker could get 
one expert to disagree as to the value of his product, even though every 
other expert in the country might be of one way of thinking.*’ It is thus 
clear that while the difference of qualified medical opinion need not amount 
to a doctrinal controversy between two schools of medicine, the conflict 
of two witnesses on the stand will not be enough to establish the existence 
of the requisite difference of qualified medical opinion. In most cases the 


qualifications of the medical witnesses will determine whether the differ- 
ence of opinion is bona fide.** Consensus of opinion is not legally relevant 
to this determination, except that where the consensus is in accord with 
the claims made, no affirmative disclosure is required. 


The decided cases strongly imply that should a situation arise where 
there existed a difference of qualified medical opinion, not even an affirma- 
tive disclosure thereof could be required, because Congress did not regulate 
in the field where opinions were far apart. This interpretation of the 
Act has not, as yet, caused difficulty in enforcement, because all of the 


to that given in the Kar-Ru case 
“UU. 8. wv. Thirty-Two and One-Half 


™ Kar-Ru Chemical Co. v. U. 8., 264 F. 
921, 927 (CCA-9, 1920): “It is not proper 


in such a case as this to try rival well- 
established schools of medicine, and if 
you find that the defendant has only used 
in its several preparations homeopathic 
remedies for the alleviation of ailments, 
then your verdict should be not guilty, and 
you will not be called upon to consider 
any other question in the case.'' Note 
that under the 1906 Act, such a difference 
of opinion entirely exempted the claim 
from the Act. Because of a failure to 
utilize section 201(n), the Rakos case 
seems to point the way to the same result. 
In Bruce v. U. 8., 202 F. 98 (CCA-8, 1912) 
under the mail statute, the court remanded 
for failure to give an instruction similar 


Cases of Merlek Mineral Water (DC Ariz., 
1940), Kleinfeld and Dunn, work cited at 
footnote 24, at p. 2 (instruction given): 
see U. 8S. v. Elmer J. Dailey (Dailey’s 
Laboratories) (DC Calif., 1944), Kleinfeld 
and Dunn, work cited at footnote 24, at p 
299 (instruction given). 

“ H. Rept. No. 2139, cited at footnote 24, 
as reported in Dunn, work cited at foot- 
note 9, at p. 822. 

“See footnote 72 H. Rept. No. 2139, 
cited at footnote 24, as reported in Dunn, 
work cited at footnote 9, at p. 822 

™ See the Hoxsey litigation: see 
note 86. 


foot- 
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cases have found that no difference of opinion has in fact existed. But 
this is precisely the result that Section 201(n) was intended to prevent. 
It was drafted with the awareness that differences of medical opinion did, 
and might always, exist and it was designed to prevent controversial 
therapeutic claims from escaping the regulation of the Act, under the 
immunity of the McAnnulty rule. 


Assume that a drug is placed on the market concerning whose thera- 
peutic efficacy fully qualified medical opinion is in a state of conflict simi- 
lar to that which arose when the Sister Kenney method of treatment for 
infantile paralysis was first advocated. Assume further that the manu- 
facturer or distributor of the drug fails to disclose the difference of medical 
opinion as is required under Section 201(n). The proper holding in a 
prosecution of such a hypothetical drug should be limited to a ruling that 
the failure to disclose the existence of the difference of opinion rendered 
the label misleading under Section 502(a). ‘No finding respecting the 
truth or falsity of the treatment advocated should be made because by 
hypothesis it is a claim not subject to proof as to truth or falsity. 


In the usual case, the manufacturer or distributor will not voluntarily 
place a crape label on his product purporting to reveal a difference of 
opinion respecting its therapeutic merit. But his failure in this respect 
does not decide whether or not a difference of opinion exists. Under the 
McAnnulty rule, no finding respecting the truth or falsity of the thera- 
peutic representation can be made, unless it is first determined whether 
or not the therapeutic claim is capable of proof as to truth or falsity. No 
court can decide whether the claim involved is one on which experts agree 
or differ until it has first heard evidence on that issue. In every case this 
initial determination must be made before evidence can be received re- 
specting the truth or falsity of the claim. 


As a practical matter, drugs will never be sold under labels revealing 
a purported difference of medical opinion. This failure does not decide 
anything. The courts have treated it as evidence of the nonexistence of 
difference of opinion and as grounds for ignoring the necessity for initially 
determining that the claim is one capable of proof as to its truth, falsity 
or misleading nature. They jump immediately to the ultimate question of 
determining the truth, falsity or misleading nature of the therapeutic 


claims. 


This is wrong, since the McAnnulty rule forbids making an ultimate 
finding on the misleading nature of therapeutic claims unless it is first 
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determined that the claim is capable of such a determination. This may 
be due in part to fear that a policy of giving recognition to the full scope 
of Section 201(n) would result in a new flood of ‘quack medicines.” This 
apprehension is unjustified. The area in which such differences of opinion 
exist today has been so circumscribed by recent advances in medical science 
that the limitations inherent to the McAnnulty rule would prevent its mis- 
application. History, however, sadly demonstrates the dangers of having 
juries and judges determine scientific truth. Justice Black of the Supreme 
Court, speaking in reference to the McAnnulty rule in Reilly v. Pinkus,” 
has recently said : 
We do not understand or accept it as prescribing an inexorable rule 

that automatically bars reliance of the fact-finding tribunal upon informed 

medical judgment every time medical witnesses can be produced who blindly 

adhere to a curative technique thoroughly discredited by reliable scientific 

experiences. But we do accept the McAnnulty decision as a wholesome 

limitation upon findings of fraud under the mail statutes when the charges 

concern medical practices in fields where knowledge has not yet been crys- 

tallized in the crucible of experience. For in the science of medicine, as in 

other sciences, experimentation is the spur of progress. It would amount 

to condemnation of new ideas without a trial to give the Postmaster Gen- 

eral power to condemn new ideas as fraudulent solely because some cling 

to traditional opinions with unquestioning tenacity. 


The wisdom of this rule as respects the mail statute 
equal force to prosecutions under the Federal Food, Drug, and Cosmetic 
Act.1 

Recently, in Research Laboratories v. U. S.,"* the argument was 
made that the McAnnulty rule no longer constituted a limitation on prose- 
cutions under the Food, Drug, and Cosmetic Act because the Food and 
Drug Administration, unlike the Postmaster General, has extensive facili- 
ties for determining the therapeutic efficacy of drugs and that, as a result, 
the limitations based on the difficulty of ascertaining therapeutic merit 
do not apply in the case of prosecutions under the Food, Drug, and Cos- 


1” applies with 


” 338 U. S. 269 (1949). court left unanswered the question of 
ss whether the Commission could find an ad- 
Cited at footnote 99, at p. 274. vertisement to be ‘‘false’’ under Sec. 15(a), 
1 In the Pinkus case, the court stressed 52 Stat. 116 (1938), 21 USC Sec. 55(a)(1) 
the severity of the mail fraud order as (1946), of the Act without an express find- 
justification for the ‘“‘wholesome limita- ing of falsity, in view of the more severe 
tion’’ of the McAnnulty rule. It explained sanctions given the Commission to enforce 
the power of the Federal Trade Commis- those provisions. 
sion to issue cease-and-desist orders with- 2167 F. (2d) 410 (CCA-9, 1948), cert 
out findings of fraud, in part on the view den., 335 U. S. 843 (1949). The court con- 
that such an order does not even begin to trasted the ‘“‘meager technical facilities,"’ 
approximate the severity of the fraud- for the determination of medical questions, 
order sanction. The sanctions of the possessed by the Postmaster General with 
Federal Food, Drug, and Cosmetic Act the ‘‘unlimited professional resources’’ 
more nearly approach those of the mail available to the Food and Drug Adminis- 
order in severity. It is significant that the tration. 
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metic Act. However, even if it were assumed that the Postmaster General 
could not make use of the scientific facilities and investigations conducted 
by the Food and Drug Administration, the argument is unsound. The lay 
jury is the ultimate trier of the fact in food and drug cases, and it can err 
as much as can the Postmaster General, who is himself a layman, when 
issuing a fraud order based on “evidence satisfactory to him.” It is true 
that the full immunity of the McAnnulty rule is no longer applicable in 
prosecutions under the Food, Drug, and Cosmetic Act, but only because 
of the provisions of Section 201(n) which mitigate the severity of the 
false-or-misleading standard of complete truthfulness. 


It is submitted that a finding that a therapeutic claim is false or mis- 
leading can be attacked on the ground that the jury did not first decide the 
preliminary question as to whether or not there existed a difference of 
opinion.'°* It is essential that the jury make this determination in order 
to ascertain which criterion of illegality is applicable to the case at hand. 
If the difference of opinion does not exist, Section 502(a) alone deter- 
mines illegality; if the difference does exist, the conditional exemption 
from Section 502(a) provided in Section 201(n) may be applicable. 
Whether or not a difference of opinion exists is a fact capable of proof 
like any other fact, the proofs determining which of the two standards of 
illegality is to be applied. 

In U. S. v. 17 Cases . . . Nue-Ovo,™ the court held that a prior 
determination of falsity was res judicata as respects the question of the 
existence of a difference of opinion because an essential ingredient of the 


prior finding was a preliminary finding that there existed no honest differ- 
ence of opinion among qualified experts respecting efficacy. But the first 


determination was never made. The finding of falsity was based on the 
belief that one group of experts was telling the truth, that the other was 
not and that, therefore, no difference of opinion existed. The requirement 
that the jury must believe one group of experts “beyond a reasonable 
doubt,” or “by a preponderance” does not raise the question of whether an 
honest difference of opinion exists, since the jury is not instructed on that 
possibility. Even if the question were raised, then accepting the Rakos 
dictum, the claimant would be exempted from the application of Section 


502(a). 


™ Such a finding is, however, almost im- the Act. But see U. 8. v. Hoxsey, court of 
mune from attack in the appellate court in appeals opinion cited at footnote 86. 
view of Rule 52(a) of the Federal Rules 
of Civil Procedure governing cases under ™ See footnote 92. 
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Recently, the tendency of the courts has been to decide, as a matter of 
law, the preliminary question. This they do by relying on the medical 
testimony offered by both sides respecting the question of the truth or 
falsity of the claims. The argument consists of a “bootstrap” operation, and 
a court decides the preliminary question by referring to the proofs on the 
ultimate question. This is the very process enjoined by the McAnnulty 
decision as affirmed in the Pinkus case. The result may well be an uncon- 
stitutional application of the false-or-misleading criterion of illegality. 


The above process can be rationalized by viewing statements of expert 
medical opinion based on a foundation of clinical observation and scientific 
experiment as being objective truth rather than opinion. This argument 
disregards the variables inherent in the different methods of analysis that 
may be used and the interpretation of results, and the evaluation thereof. 
It equates medical opinion with scientific truth. As expressed in Colusa 
Remedy Company v. U.S. 2% 

There is not presented here a mere difference of opinion between two 
schools of doctors. The question of whether the labeling on a drug “is false 

or misleading in any particular” is a question of fact, and the test to be 

applied is whether the drug is effective in curing, or in giving relief from 

the disease for which it is recommended. Upon this question the witnesses 

for the government made tests of the remedies, analyzed the product, and 

in some cases administered it to their patients. Their testimony was based 

upon such scientific knowledge so acquired. The question was, therefore, 

one of fact for the trial court to decide in the first instance.106 

Like descriptive representations, representations respecting therapeu- 
tic efficacy become precisely measurable. The process abrogates the limi- 
tation of the McAnnulty rule in spite of the statement of the Supreme 
Court in the Pinkus case that there is an area in which subjects are still 
not capable of proof as to their truth or falsity. 

Congress felt that without Section 201(n) there would exist the kind 


of uncertainty that would invalidate the statute.'"°* To solve this problem, 
Section 201(n) was inserted into the law. This made it possible for the 
manufacturer or distributor who did not wish to guarantee the truth of 
his therapeutic claims, when medical knowledge indicated that such was 
inadvisable, to point out on the label that there was a question regarding 
the merit of his product. Likewise, it made it possible for the law to reach 
those claims which are not capable of proof as to truth or falsity by pro- 
viding that such claims would be considered misleading if a statement 
revealing the existence of a difference of qualified medical opinion were not 


“Cited at footnote 2. “ H. Rept. No. 2139, reported in Dunn, 
" P. 561 of opinion. work cited at footnote 9, at pp. 821-822. 





PAGE 654 FOOD DRUG COSMETIC LAW JOURNAL—NOVEMBER, 1954 


on the label. Those who distribute drugs have failed to disclose differences 
of opinion because of fear that the crape label would chill sales. If the 
manufacturer or distributor does not indicate the existence of a difference 
of opinion on labels, it has no bearing on the question of whether or not 
such a difference of opinion does exist. If the courts consistently ignore 
the initial question, respecting the existence of such a conflict of medical 
views, they will make findings of truth or falsity on questions not capable 
of being proved true or false. Section 201(n) was an attempt to make it 
unnecessary for the Food and Drug Administration to prove truth or 
falsity in all cases. In the “tough” case where opinion was in conflict, a 
prosecution for failure to make affirmative disclosure would correct mis- 
leading labeling. 

Without the inclusion of Section 201(n), the attempt to bring all 
therapeutic claims within the reach of the law would have been unconsti- 
tutional because it would have required juries to make findings on questions 
not susceptible of proof as to truth or falsity. The standard would have 
been too uncertain. It is equally true that application of the Act without 
consideration of Section 201(n) is also unconstitutional. [The End] 





Removal of Prescription Limitation 

On November 13, 1954, the Food and Drug Administration an- 
nounced a new regulation establishing procedures for removing the pre- 
scription limitation from the labeling of a drug when no longer applicable, 
in order to allow its over-the-counter sale. Text of the regulation was 
published in that day’s Federal Register. 

Under the new regulation, manufacturers will continue to initiate 
changes—where safety for lay use has been established, if the labeling 
bears adequate directions for over-the-counter sale and use—by submitting 
or supplementing new-drug applications. It provides for publication in 
the Federal Register of each change in the status of a drug from pre- 
scription-only to over-the-counter labeling. Orders changing the status 
of drugs may be issued in final form or in the form of proposals with 
opportunity for written comment or for public hearings. After the FDA 
is satisfied as to adequate evidence of safety, choice of procedure would 
depend on whether any question has been raised in regard to safety. 

A drug removed from the prescription-only category is not entitled, 
under the Durham-Humphrey Amendment, to bear the “Rx legend.” 
Adoption of new labeling may cause it to be deemed a “new drug” until 
it has been extensively used under that labeling. 





The Food, Drug 
and Cosmetic Law 
of Latin America 


By JULIUS G. ZIMMERMAN 


The Author, Attorney for the Coca-Cola Export Corporation, Views 
the Diverse Legislation of 20 Individual Countries, Noting That 
Many of Them Have Developed, in Their Health Legislation, Char- 
acteristic Traits Very Different from Those in United States Law 


Introductory Remarks 


In the following discussion the term “Latin America” will be used ex- 
clusively in reference to the 20 independent republics of the Western Hemi- 
sphere situated south of the United States. It shall not include the terri- 
tories and islands located in Central and South America and in the 
Caribbean Sea which belong politically to the British Commonwealth, 
France and the Netherlands. 


Eighteen of the Latin-American republics have a common background 
of Spanish colonization, with Spanish as their official language. Of the two 
other countries, Brazil was colonized by Portugal and Haiti predominantly 
by France. The official language in Brazil is Portuguese and in Haiti, 
French. 


All of the 20 republics won their independence from their mother 
countries during the first quarter of the nineteenth century, except Cuba 
(1898), and set up republican forms of government (except Brazil, in 
1889) more or less according to the ideas and theories which helped to 
fashion the Constitution of the United States. However, only four of them 


65 
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are federal republics composed of a number of semiautonomous states or 
provinces, held together by a federal constitution and a federal government. 
These four federal republics are Mexico, Venezuela, Argentina and Brazil. 


Generally speaking, the legal systems prevailing in the Latin-American 
republics, as well as certain traditional concepts of administrative and 
judicial procedure, have been greatly influenced by the European inheri- 
tance. All the Latin-American republics are “civil law” countries and 
have civil and commercial codes which find their main source of inspira- 
tion, directly or indirectly, in the Code of Napoleon. In these fields, there- 
fore, there is a great similarity betwen the laws of the 20 republics. 


The opposite, however, is true in the field of public-health legislation 
which embraces all the special laws, decrees and regulations relating to 
the manufacture and sale of food, drugs and cosmetics. In this connection, 
it may be useful to mention that our habit of referring to “food, drugs and 
cosmetics” is typically American, inasmuch as it was originated by and it 
permeated the promulgation of a very unique piece of legislation, the 
Federal Food, Drug, and Cosmetic Act of 1906, and its revised version 
of 1938. None of the Latin-American republics has an exact equivalent of 
our Act, and consequently it was and still is very rare to find anywhere 
south of the Rio Grande an intentional and exclusive grouping of provisions 
relating to food, drugs and cosmetics in the same piece of legislation. As 
a rule, the general heading for all these laws is “health or sanitary legis- 
lation,” with food law and drug and cosmetic law being dealt with as 
separate topics among many other topics having a bearing on public health. 


Historically, some of the important laws dealing with public health in 
Latin America can be traced back to the early years of independence and, 
perhaps, also to the colonial period. However, health legislation in its 
modern and comprehensive meaning did not make its appearance as a sep- 
arate and important segment of public and administrative law until the 
beginning of our present twentieth century, when the governments of 
virtually all countries became seriously “health conscious” and began to 
concern themselves energetically with the task of fighting and suppressing 
diseases, malnutrition, and other public and private abuses and evils en- 
dangering the health and welfare of the people. The next logical step was 
to adopt legislative measures designed to prevent or to restrict the creation 
of dangerous conditions and abuses by establishing and enforcing strict 
government controls over a variety of activities which have a direct or 
indirect bearing on public health. However, in the beginning of this de- 
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velopment, the laws relating to public health were issued in most cases 
“piecemeal,” as and when the necessity arose and without a comprehensive 
over-all plan, and with the immediate object in mind of remedying some 
specific abuses or some intolerable conditions. These laws in their early 
stage reflect very closely the extreme differences which had existed and 
still exists in the 20 republics, with respect to the size and geography of 
each country, its climate, the racial composition and density of its popu- 
lation, and its economic, social and cultural structure and development. 


A trend towards uniformity was introduced in certain segments of 
public-health legislation by the various international conventions and trea- 
ties dealing with public-health matters to which most, if not all, Latin- 
American republics were signatories or to which they adhered at a later date 
(Opium Convention of 1912, Panamerican Sanitary Code Treaty of 1924, 
International Sanitary Convention of 1926, and others). This is particu- 
larly true of the international treaties and agreements on the control of 
narcotic drugs. The most decisive factor in promoting international co- 
operation in the field of public health was the creation of such organizations 
as the Commission on Narcotic Drugs (organized in 1946, and now closely 
related to the Economic and Social Council of the United Nations) and 
two of the specialized agencies of the United Nations, to wit, the World 
Health Organization and the Food and Agriculture Organization. The 
Commission on Narcotic Drugs supervises and co-ordinates the inter- 
national control of these drugs in accordance with the existing interna- 
tional treaties. In 1948 it began publishing annual summaries of the laws 


and regulations issued by the member nations with respect to the local 


control of narcotic drugs. 

The Food and Agriculture Organization concerns itself primarily 
with the raising of nutritional standards and the development of agricul- 
ture and, in this connection, it is also taking an interest in food and 
agricultural legislation. In 1952, the FAO began publishing a quarterly 
series entitled ood and Agriculture Legislation (New York, Columbia 
University Press), which reproduces in English translation the important 
new laws on these subject matters which have been issued by the member 
nations. 

The World Health Organization (WH) concerns itself with the rais- 
ing of the general health standards of the peoples of the world, and with 
the prevention and control of diseases on an international scale. Among 
its many publications there is a quarterly journal entitled /nfernation.+/ 
Digest of Health Legislation, which was started in 1948 as the continuation 
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of the section “Lois et Réglements Sanitaires’ of the monthly bulletin for- 
merly published by the International Office of Public Hygiene of the League 
of Nations from 1909 to 1946. This quarterly journal is also an important 
source of information about new legislation on food, drugs and cosmetics. 
However, to the best of my knowledge, neither the WHO nor the FAO 
has so far been given the specific task of preparing model legislation on 
food and drugs to be recommended for adoption by the member nations. 
It is not unlikely that sooner or later some efforts will be made to deal 
with this problem on an international scale by pooling the knowledge and 
experience of the world’s foremost experts, which the United Nations has 
at its disposal. 


Thus, apart from the narrow field of narcotic-drugs control, we find 
little uniformity in Latin America with respect to the legislation on food, 
drugs and cosmetics. To the contrary, we find extreme contrasts both in 
quantity and scope of legislation put out by the individual countries, and in 
the systematic approach to such legislation. Most of the countries started 
out by promulgating a basic statute, usually called Ley de Sanidad or 
Codigo Sanittrio, and then proceeded to fill the gaps by issuing executive 
decrees and ministerial regulations. In some countries, such as Peru and 
Columbia, the output became so prolific that the government found it not 
only convenient, but imperative, to publish from time to time official ‘“‘com- 
pilations” of health legislation. In some other countries, an attempt was 
made to codify the entire law in one comprehensive, systematically 
arranged piece of legislation. The first country in Latin America and, 
probably in the world, to issue such a comprehensive health code was the 
Dominican Republic, in 1946. However, in the majority of the Latin- 
American republics, no official codifications and no official or private 
compilations have been published so far. Consequently, the body of the 
law relative to food, drugs and cosmetics in most of these countries is to 
be found in innumerable individual laws, decrees and regulations, which 
were all published in the official gazettes at the time of their original 
promulgation, but which were never systematically indexed or digested, 
except in a few publications, most of which are neither complete nor 
up to date. This difficulty in collecting the complete, authentic text ma- 
terial is the greatest obstacle to making a systematic survey and research 
of this very important segment of the law. ' 


However, in this connection, an optimistic note may be inserted. Dur- 
ing the last ten years and, particularly, since 1950, there has been an ever- 
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increasing feverish activity on the “health front” in many of the Latin- 
American countries which is reflected in the output of many very fine 
and modern statutes which show not only a deep understanding of the 
underlying problems by the respective governments, but also a very method- 
ical and systematic approach to the subject matter. If this trend continues, 
as may be expected, the present decade is likely to produce more important 
health legislation in Latin America, both quantitatively and qualitatively, 
than did the previous four decades combined. 


Certain Characteristics of Latin-American Food 
and Drug Legislation 


In view of the great diversity of the legislation in the 20 individual 
countries on the subject matter of food, drugs and cosmetics, it is very 
difficult to make general statements about law and legal policies which 
would apply to all the countries alike, except to state that which is proba- 
bly true of any country with comparatively modern health legislation : 
that the law prohibits under threat of penalties the manufacture, importa- 
tion and sale of food products, drugs and cosmetics which are unfit for use, 
adulterated, or mislabeled or not properly labeled, or which contain poison- 
ous or deleterious ingredients which may adversely affect the health of 
human beings and animals. Many countries also specifically prohibit false 


or misleading advertising. 


However, many of the Latin-American countries developed, in their 
health legislation, certain peculiar and characteristic traits which are very 
different from those in the United States law, and which deserve to be 


mentioned : 


(1) A special department of health, under a cabinet officer with the 
rank of a minister, is usually given jurisdiction over the entire field of 
public health, including the manufacture and sale of food products, as well 
as alcoholic and nonalcoholic beverages, drugs (including narcotic drugs), 
medical preparations including patent medicines, and cosmetics. This de- 
partment usually also has control or supervision over the practice of medi- 


cine, dentistry, pharmacy, and the related professions. Thus, the scope of 
its functions and attributes is, as a rule, much wider than that of any of 


our federal or state agencies. Only in Argentina and Brazil does the 
constitution leave the local provincial or state governments a substantial 
autonomy for legislating on certain health matters, particularly on the 


subject of food products. 
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(2) Thus, the department of health in a Latin-American republic is 
usually an all-powerful agency. In addition to enforcing the health laws, 
it is frequently given a broad delegation of power to issue regulations 
under the basic law. Even where the signature of the president of the re- 
public is required and the regulation is promulgated as an executive 
“decree,” it is usually the minister of health and his staff who take the 
initiative of drafting and preparing it, and submitting it to the president 
for approval. Naturally, the department also takes part in the drafting of 
the basic laws which have to be passed by the legislature. 


(3) “Public hearings,” as they are required in the United States as a 
preliminary step in the preparation and drafting of new legislation, are 
virtually unknown in Latin America, even though in recent years the 
governments of certain countries, such as Mexico, Venezuela, Argentina 
and Brazil, have solicited the cooperation of the representatives of the food 
and drug industries, as well as of prominent physicians and other experts, 
in working with the representatives of the government in special com- 
missions appointed for the purpose of revising the existing health legis- 


lation. 


(4) In the field of preventive control, the governments of many coun- 
tries, such as Mexico, Colombia, Venezuela, Argentina and Brazil, are 
given by law much more power than is given to the Food and Drug Ad- 
ministration in the United States. That is particularly true with respect 
to the control, manufacture and sale of packaged food products and bever- 
ages. A representative sample of each food product has to be submitted 
to the health department for analysis, approval and registration. The 
analysis reference or license number has to appear on the label of the 
product when it is offered for sale. No deviation from the original composi- 
tion of the product is permitted without specific approval from the health 
department. A violation of this rule is subject to penalties. While this 
system makes it somewhat cumbersome for a food manufacturer to put 
a new product on the market, it relieves him from the risk of getting 
involved in a controversy with the health department about the “legality” 
of the composition or the proper packaging and labeling of a product 
subsequent to its appearance on the market. In fact, in many—if not in 
all—countries, it is possible to get an advance ruling from the health de- 
partment, as to whether a product is acceptable to the authorities in its 
composition, packaging and labeling, by a voluntary submission of a repre- 
sentative sample for analysis by the government laboratory. 
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(5) In Latin America, generally speaking, the courts play only a 
secondary role in shaping and interpreting the law relating to food, drugs 
and cosmetics. This is partly due to the fact that most disputes between 
individuals and the government are settled by administrative procedure 
in the first step, and in some countries in the second. It is, therefore, com- 
paratively rarely that the regular courts will be called upon to deal with 
such a controversy except on appeal. Apart from this, court decisions in 
civil law countries have not the binding form of precedent as in countries 
with the Anglo-Saxon legal system. Finally, it is usually not required by 
the law, nor is it customary, to publish decisioas of the lower courts, 
except occasionally in local law journals. Consequently, with a few excep- 
tions, the body of Latin-American food and drug law consists merely of 
the legal textual material plus whatever administrative regulations, inter- 
pretations and rulings may have been issued by the government department 
in charge of the subject matter. 


Specific Comments on Individual Countries 


Argentina.—The situation in Argentina is complicated on account of 
its federal system. It has 16 semiautonomous provinces; one federal dis- 
trict with the federal capital, Buenos Aires; and eight federal territories. 
Under the present constitution (adopted in 1949), the provinces retain a 
great deal of jurisdiction over health matters. However, the national 
congress has the prerogative of issuing health legislation on a national 
scale. It has not used this prerogative so far except for the national law 
on the identification of goods (Law No. 11.279 of 1949 as amended to 
date) and some legislation on drugs. The old Constitution of 1853 con 
tained very similar provisions and, as a result of this situation, a great 
deal of provincial health legislation has been passed and is still in force, 
especially with respect to the manufacture and sale of food products. 


The Province of Buenos Aires, under the very able leadership of Dr. 
Carlos Grau, took the initiative in inaugurating a new era in food legis- 
lation by promulgating in 1927 the first elaborate Codex Alimentarius 
(also called Bromatological Code) which was in fact a codification of 
definitions and standards for food products, and which was greatly enlarged 
and improved in. the three subsequent editions of 1937, 1944 and 1949. 
The First National Congress of Hygiene and Social Medicine, held in 
Suenos Aires (1948), recommended that this code be taken as a model 
for the future national code. 
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In 1951, President Peron appointed a special commission to draft a 
national Codex Alimentarius. The commission completed this task in 1952, 
and the text of the code was promulgated by Presidential Decree No. 141, 
of January 8, 1953, under the title “Reglamento Alimentario.” At the 
time of its promulgation, the code was made applicable only to the federal 
district and to the federal territories. Several, if not all, of the provincial 
governments subsequently adopted the national code, but some of the 
provinces explicitly provided for their own food legislation to remain in 
force and effect insofar as there might be no direct conflict with the national 


code. 


However, the trend towards uniform national legislation is continuing. 
The most significant development in this direction was a statement made 
by Dr. Ramon Castillo, the national minister of public health, on June 18, 
1954, and published in the official bulletin, to the effect that his department, 
under his direction, had completed the draft of a most comprehensive 
sanitary code. If this code is adopted by the national congress, it will 
acquire the force of law in the entire country, and will completely elimi- 
nate the concurrent jurisdiction of the pr‘»vinces in this field. 


The draft of Dr. Castillo’s sanitary code has not been published so far, 
but I understand that the National Reglamento Alimentario will probably 
be incorporated into the new code as a part of it. A study of this Regla- 
mento Alimentario can, therefore, be recommended to all parties interested 
in Argentine food law. A very well-indexed edition of it was published 
by the national ministry of health in 1953. It is an excellent, very cx m- 
prehensive piece of legislation, divided into 21 chapters and a total of 954 
articles. In addition to general provisions concerning the hygienic require- 
ments for factories, warehouses and retail outlets for food products, it 
contains standards of identity and quality for every conceivable type of food 
product, including meat; dairy products; vegetable products; alcoholic 


“ 


and nonalcoholic beverages ; “stimulants,” such as coffee, tea, cocoa, choco- 
late; aromatic extracts; colorants; and even a variety of products which 
are not usually expected to be found in regulations dealing with food, such 
as tobacco products, soaps, detergents, insecticides and articles of domestic 
use. This listing shows that the Argentine Reglamento Alimentario is 
much wider in scope than the Federal Food, Drug, and Cosmetic Act of 


the United States. 


In this brief survey I cannot comment on the subject of drug and 


cosmetic legislation except by saying that a great deal of it exists in the 
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form of many individual laws, decrees and regulations, and that no official 
or private compilation of this legislation has been published as yet, to the 
best of my knowledge. It is to be hoped that the proposed new sanitary 
code will contain a complete codification of this important segment of the 
law. 


Bolivia.—At this time I have only incomplete information on the 
Bolivian legislation on this subject matter. In 1953, the department of 
health (Ministerio de Higiene y Salubridad) published a little booklet enti- 
tled Reglamento Oficial de Farmacias, Boticas, Droguerias, etc., which 
contains the new regulation on pharmacies, drugstores and laboratories 
approved by executive decree of January 6, 1953, and which includes pro- 
visions concerning the registration, control and sale of medicines and 
drugs, including narcotic drugs. A decree of April 22, 1948, deals with 
the mandatory registration and analysis of all imported and domestic food 
products and beverages which may not be sold without prior approval by 
the department of health. A similar requirement exists with respect to 
cosmetics and dentifrices (decree of June 18, 1941, as amended by decree 
of March 1, 1951). 


Brazil——The situation in this country with respect to food, drug and 
cosmetic legislation is very complex, and my information is incomplete. 
Brazil is a federal republic, and its official title is The United States of 
Brazil. It consists of 20 semiautonomous states, five federal territories, 
and the federal district with the federal capital, Rio de Janeiro. Article 5, 
Section 15, of the present constitution gives the union the power to legis- 
late on health matters, but this does not exclude supplementary state 
legislation (Article 6). For many years, the federal government has been 
planning to prepare a national sanitary code, but so far this matter is still 
in the preliminary stage, to the best of my knowledge. A special com- 
mission started work on the draft of a national alimentary code about three 
years ago. I have no information on the state of national drug legislation 
except as to the very important Federal Decree No. 891 of November 25, 
1938, on the control of narcotic drugs (2). O. of November 28, 1938) 
and a private compilation of pharmaceutical legislation entitled Legislacaéo 
Farmacéutica, published by J. R. de Oliveira & Cia. Ltda., in Rio de 
Janeiro, apparently in 1948. 


The great bulk of food legislation is state legislation and special 
(municipal) legislation for the federal district. In this respect, the two 
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most important jurisdictions in Brazil are the federal district and the State 
of Sao Paulo not only because of the density of population and the degree 
of industrialization, but because the health authorities of these two polit- 
ical entities have been cooperating very closely with each other for many 
years past. A special and, I believe, permanent commission is working 
on the draft of a new uniform alimentary code. The existing food legisla- 
tions of the federal district and of Sao Paulo are already very similar and 
have served, more or less, as a model for the legislation in the other states. 


The most important food law in the federal district is the regulation 
on the control of food products, which was promulgated by Decree of the 
Prefect No. 9.688, of April 11, 1949 (D. O. of April 13, 1949), and the 
corresponding law in Sao Paulo by the Decree-Law No. 15,642, of Feb- 
ruary 9, 1946. 


Chile—Chile has a very considerable body of law relating to food, 
drugs and cosmetics, but its health legislation has never been completely 
and systematically compiled or codified, except for the basic sanitary code 
(Law No. 226, of May 15, 1931), an annotated edition of which was pub- 
lished in 1947 by Francisco Vio Valdivieso in Valparaiso under the title 
“Derecho Sanitario Chileno.” Most of the original issues of the Diario 
Oficial, which contains the legal text material are sold out, and it is very 
difficult to collect the official source material. 


The basic and very detailed regulation of the manufacture and sale of 
food products and nonalcoholic beverages was promulgated by Decree No. 
770, of September 26, 1939 (D. O. of June 4, 1940), but this basic regu- 
lation has been amended innumerable times during the past 14 years. A 


great many special regulations on a variety of food products have also 


been issued and are in force. 


The basic regulation on pharmaceutical products and cosmetics is 
contained in Decree No. 547, of June 2, 1941, and in its subsequent amend- 
ments (Decrees No. 50, of January 12, 1942; No. 1579, of September 23, 
1946; and No. 351, of February 10, 1953). Additional regulations were 
issued with respect to penicillin and its derivatives (Decree No. 784, of 
June 1, 1945, as amended by Decree No. 956, of May 7, 1949); on 
pharmaceutical products containing vitamins (Decrees No. 1053, of April 
20, 1951, D. O. of May 12, 1951, and Decree No. 1057, of July 9, 1951) ; 
and, finally, a regulation on the control of antibiotics (Decree No. 994, 
June, 1953). 
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Colombia.—Colombia is a country which was very prolific in issuing 
health legislation during the first half of this century. Fortunately, in Jan- 
uary of 1949, the department of health (Ministerio de Higiene), under its 
very able minister, Professor Jorge Bejarano, published an official com- 
pilation (more than 1,000 pages) of all laws, decrees and departmental 
regulations in force, under the title Codificacién Nacional de Higiene. It is 
well indexed, and has been annotated by Francisco’A. Correa. The annex 
contains a complete chronological listing of the entire legislation from 1908 
to 1948, inclusive. 


However, the fast rate at which Colombia continued to issue new laws, 
decrees and regulations on the subject of health in general, and on food, 
drugs and cosmetics in particular, made this excellent publication quickly 
obsolete. At least 28 important pieces of legislation with a bearing on 
food, drugs and cosmetics have been issued since 1949. The most important 
one is a national sanitary code (Cédigo Sanitario Nacional), which was 
promulgated by Decree No. 1371, of May 27, 1953 (D. O. of June 23, 
1953) but which contains only provisions of a basic nature. The others 
include important regulations on alcoholic and nonalcoholic beverages, 


pharmaceutical products, drugs (including narcotics) and cosmetics. A 
new and systematic codification of health legislation in Colombia is 


overdue. 


Costa Rica.—This country has a very well-organized health code 
(Cédigo Sanitario), which was promulgated by Decree-Law No. 809, of 
November 2, 1949, and which contains all the basic provisions on food 
products, drugs and cosmetics. A well-indexed edition of this code was 
published by the Ministerio de Salubridad Publica in 1950. 

However, there exist in Costa Rica a great many additional regula- 
tions dealing specifically with a variety of food products, particularly coffee, 
and with related subjects. The only official compilations of this legislation 
are, however, outdated: (1) Leyes, Decretos y Reglamentos de caracter 
sanitario, 1923-1935 and (2) Legislacién Sanitaria, 1936-1937. Both vol- 
umes were published by the Secretaria de Salubridad Publica y Proteccién 


Social. 


Cuba.—The entire legislation on the manufacture and sale of food 
products and beverages is based on Presidential Decree No. 674, of July 
6, 1914. An annotated semiofficial edition of this decree, with all amend- 
ments up to 1940, was prepared by Manuel Cruz Alvarez, and published 
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by the department of health in Havana (Secretaria de Sanidad y Bene- 
ficiencia) under the title “Ordenanzas Sanitarias para el regimen de los 
Municipios de la Republica.” However, since 1940 an elaborate decree, 
No. 2575, on dairy products (official gazette of September 26, 1940) and a 
great many departmental regulations have been issued with respect to 
a variety of individual food products to the question of containers and 


packaging. 


In the field of drug legislation, the basic laws are the law on pharma- 
cies of February 19, 1912, and the law on narcotics of July 25, 1919. A 
complete collection of drug legislation up to April, 1944, was prepared and 
annotated by Dr. Hector Zayas-Bazan y Perdomo, and published with the 
official stamp of approval of the department of health by the Editorial Lex 
in Havana (1944), under the title of Manual de Legislacion Farmaceutica 
de Cuba. Since 1944, a number of additional regulations on this subject 
matter have been issued by the department of health. 


To my knowledge, there is no legislation in Cuba on the subject of 
cosmetics. 


Dominican Republic.—As already has been mentioned, the Dominican 
Republic has, to my knowledge, the distinction of being the first country in 
the world which codified its entire health legislation and published it in one 
well-organized and elaborately indexed volume. The first edition appeared 
in 1946, and the second edition in March, 1953. Thus, it is virtually up to 
date. It was compiled and indexed by Dr. Hipolito Sanchez Baez, chief 
of the legal section, and published by the department of health (Secretaria 
de Estado de Salud Publica) under the title Legislacién Sanitaria Domini- 
cana y Legislacién sobre Seguridad Social. The social-security part of the 
volume (Part IV) takes up 170 pages. The first three parts, dealing with 
health legislation, occupy 580 pages. Part I contains the basic law (Ley 
de Sanidad) and deals with the setup and functions of the health depart- 
ment; the practice of medicine, pharmacy, and related professions; and 
the preparation and sale of pharmaceutical products and drugs, including 
narcotic drugs. Part II is entitled “code of sanitary procedure” (Codigo 
de Procedimiento Sanitario) and contains, among many other topics, stand- 
ards of identity and quality for a great variety of food products and 
beverages (alcoholic and nonalcoholic) and food colors. Part III contains 
a complete collection of special laws and regulations on health matters, 
and a complete list of all the international treaties and conventions to which 
the Dominican Republic is a party. 
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While it is impossible within the scope of this report to comment on 
this most remarkable code in detail, one provision of the basic law de- 
serves special mention, since it explains one of the reasons for the very 
progressive and understanding approach of the government to the matter 
of public health. Article 1 of the Ley de Sanidad provides that the secre- 
tary of state for public health and his under secretary must be physicians 
admitted to practice in the Dominican Republic, with experience in public- 
health matters. I know as a matter of fact that the health ministers of 
many countries are professional men, but it is the first time that I have 
noticed such a provision incorporated in a Jaw. 


Ecuador.—The entire public-health legislation, including the basic 
sanitary code of August 1, 1944, and the other laws relating to food, drugs 
and cosmetics has been collected and published by the health department 
(Ministerio de Previsién Social) under the title Legislacién Social Ecua- 
toriana in Quito, Ecuador, in 1950. Since that time, however, a number 
of additional important decrees have been issued on the subject of drugs. 
Thus, for instance, Decree No. 957, of June 5, 1950 (R. O. of July 18, 
1950) prohibits the importation and sale of pharmaceutical products unless 
they are accompanied by labels and literature in the Spanish language. 
Decree No. 1945, of December 21, 1950 (R. O. of January 24, 1951) sets 
up sanitary government control for the importation and upkeep of live- 
stock and animal products. Decree No. 2250, of November 30, 1949 
(R. O. of January 12, 1950) creates a very important advisory body called 
“The National Institute of Nutrition,” whose task it is to provide expert 
advice to all government departments and to act as a link to the inter- 
national organizations which concern themselves with matters relating to 
public health. 


El Salvador—My information on this country is incomplete. In 
addition to a sanitary code which was published in the Diario Oficial of 
January 31, 1931, and which contains several chapters on food and bever- 
ages, there are a great many individual decrees and regulations in force 
which deal with a variety of food products and also with drugs and 
cosmetics. 


The basic piece of legislation in the Republic of El Salvador is the 
sanitary code of October 13, 1930, which was republished in booklet form 
by the department of health in February, 1954, including all the amend- 
ments, and an annex containing the Pan-American Sanitary Code and the 
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respective regulations. A number of executive decrees with detailed regu- 
lations on the production and public sale of meat, fish, fruit, bread and 
cereals, and on their policing by the municipalities issued during the 
period between 1900 and the present are still in force. 


A comparatively recent private compilation of the legislation on phar- 
macies (Law of July 9, 1927, D. O. of July 19, 1927) and on the sale of 
drugs and medicines by Dr. Rafael Domingo Call has been published under 
the title Legislacion Farmacéutica Salvadorena. 


G uatemala.—Guatemala’s health legislation is built around a_ basic 
health code (Cédigo de Sanidad, promulgated by Executive Decree No. 
1877, of July 25, 1933), which has been substantially amended during the 
course of the last 20 years. A number of special decrees and regulations 
have been issued by the government with respect to certain categories of 
food, especially the products of the meat, dairy and baking industries. 


In the field of drug legislation, the government issued an elaborate 
regulation on the importation, manufacture and sale of medicinal products 
and narcotic drugs, and on their nomenclature, on August 12, 1932, and 
February 3, 1933, respectively. An official booklet containing these regu- 
lations was published by the government in 1933. 


An official and up-to-date compilation of the principal legislation of 
Guatemala, including health legislation, was expected to appear during 
1953, but has apparently been delayed by the political unrest which pre- 
vailed in that country until recently. 


Haiti—This country put out an astounding quantity of health legis- 
lation in the course of the nineteenth century, and an official compilation of 
all laws and regulations, in chronological order, has been published in 
three volumes by the government under the title La Législation de 'Hy- 
giéne, de l’ Assistance Publique, de l'enseignement et de l'exercice de la 
médicine en Haiti. It was edited by Rulx Léon, director general of the 
health department, and covered the period up to 1888. In addition to it, 
the government published a volume containing a codification of existing 
public-health legislation which, however, is out of print, and a copy of 
which I have not been able to locate so far. Consequently, | am not in 
a position to make any further comments on Haiti at this time. 


Honduras.—The basic health law of Honduras is the Cédigo de 
Sanidad (promulgated by Decree No. 104 of 1912). The present regu- 
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lation under the code was promulgated by Executive Decree No. 4793, of 
May 25, 1951. It comprises provisions on the manufacture and sale of 
food products and beverages. A 99-page booklet containing the text of this 
Reglamento de Higiene y Salubridad Publica has been published by the 
government printing office (Talleres Tipogrdficos Nacionales) in Teguci- 
galpa. 


As to the laws and regulations on drugs and medicines, a compilation 
of them has been published by the faculty of chemistry and pharmacy of 
the National University of Tegucigalpa in its bulletin (Boletin de la 
Facultad de Quimica y Farmacia) No. 28, of August 31, 1951. 


I have no information on recent legislation. 


Mexico.—Mexico has a wealth of health legislation both on the fed- 
eral and state levels. There exists an official compilation of health legis- 
lation under the title Legislacién Sanitaria Mexicana (Cuarta Edicion, 
1945), in the series “Publicaciones Legales de Salubridad e Higiene,” but 
since then a great deal of new important legislation has been promulgated. 


The basic national law on health matters is the new sanitary code 
(Cédigo Sanitario de los Estados Unidos Mexicanos) of December 31, 
1949 (published in PD). O. of January 25, 1950, and with three lists of 
errata in the 1). O. of March 11, 1950, March 15, 1950, and April 24, 
1950). This code repealed the old sanitary code of 1934, but left all the 
regulations issued under the old code intact until the issue of new regu- 
lations. Thus the very important basic regulation on the registration of 
food, beverages and similar products (published in Diario Oficial of March 
5, 1951, with amendments published December 28, 1948, and February 24, 
1951) is still in force and effect, even though a revised version of it has 
been under discussion for quite some time. A number of special regula- 
tions on a variety of food products have been issued by the national 


government. 


In Mexico, only the regulation of food products sold in bulk has been 
left to the states and to the municipalities. The entire legislation on 


packaged food products, drugs and cosmetics is issued, on a national scale, 
by the federal government and legislature. 


The most important provisions on the control of medicines, drugs and 
cosmetics are contained in the following presidential decrees: (1) a regu- 
lation on the biological control of drugs and therapeutic products (D. O. 
of March 27, 1937), (2) a decree on the certification and registration of 
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patent medicines, pharmaceutical products and cosmetics (D). O. of Decem- 
ber 31, 1951), (3) a regulation on drugstores and pharmacies (D. O. of 
April 28, 1942), (4) a regulation on the registration, etc., of patent medi- 
cines, etc. (D.O. of May 20, 1942 with list of errata in D. O. of October 8, 
1942; amendment in D. O. of March 31, 1943) and (5) a regulation for 
drugstores, pharmacies and laboratories (D. O. of April 28, 1942). 


Nicaragua.—My information on Nicaragua is very incomplete. In 
that country there is no official compilation on health legislation, and there 
seems to be, in fact, very little legislation on food products and cosmetics. 


As to drug legislation, the Journal Revista Farmacéutica, in its No- 
vember, 1951 issue, published a compiiation of the laws and regulations 
in force on the practice of pharmacy and on the importation, preparation 
and sale of pharmaceutical and biological products and medicines. The 
basic law on drugstores and pharmacies was issued on December 6, 1925, 
and amended on August 11, 1926. 


A draft for a new comprehensive drug law was recently prepared by 
the Association of Pharmacists, and submitted to the government for con- 
sideration, but so far no legislative action has been taken on it, to the best 
of my knowledge. 


Panama.—The basic health law of Panama is to be found in the 
Cédigo Sanitario (Law No. 66, of November 10, 1947), the text of which, 
with an alphabetical index, has been published in booklet form by the 
government (Ministerio de Trabajo, Previsién Social y Salud Publica). 
This code contains general provisions on the control of food products, 
drugs and cosmetics. 


The only laws and regulations which have been issued, subsequent 
to the issuance of the sanitary code, are, to my knowledge, the following: 
(1) a regulation issued by the department of health on January 9, 1953, 
requiring that the text of all advertisements for medicinal products be 
submitted to the department of health for prior approval, (2) Regulation 
No. 144, issued by the director of the office of price control on August 31, 
1953, which, strangely enough, contains a provision about the labeling 
of packaged food products and a prohibition of the sale of adulterated or 
deteriorated products (this regulation seems to infringe on the jurisdiction 
of the department of health) and (3) Presidential Decree No. 733, in the 
control of narcotic drugs. 
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Paraguay.—Paraguay has dealt with its health legislation in a very 
methodical fashion. In 1936, a special department of public health under a 
cabinet officer with the rank of minister was created, with a general coun- 
cil of health acting as an advisory body. Their respective attributes and 
functions are set out in Decree No. 2000 and Decree-Law No. 2001 of 
June 15, 1936 (published in booklet form by the government printing 
office). In 1920 the government had established health control over im- 
ported food products by requiring analysis and approval prior to their 
clearance by the customs authorities (Decree No. 11.721, of May 17, 1920). 


The manufacture and sale of alcoholic beverages in Paraguay is under 
the jurisdiction of the internal revenue department because of the impo- 
sition of excise taxes. The basic regulation on this subject is found in 
Decree-Law No. 5.599 of March 11, 1941. 


Several regulations on pharmaceutical products, narcotic drugs and 
cosmetics have been issued under Decree-Law No. 2001 of 1936: Decree 
No. 8466, of February 10, 1937, on cosmetics; Decree No. 8595, of 
August 23, 1938, on narcotic drugs; Decree No. 13.325 of June 25, 1942, 
prohibiting the exportation of drugs and pharmaceutical products; Decree 
No. 13.772 of July 31, 1942, regulating the distribution of free pharma- 
ceutical samples ; and Decree No. 187 of November 1, 1950, on operation of 
pharmacies, drugstores and similar establishments. The minister of health 
also has issued a number of departmental regulations on antibiotics and on 
the advertising of pharmaceutical products. 


Decree-Law No. 41, of November 24, 1952, delegates to the minister 
of health the power to impose penalties for violations of the laws and regu- 
lations on the practice of medicine and pharmacy and on matters of public 
health in general. 


Peru.—For many years, Peru has been very prolific in issuing health 
legislation, but the body of the law is composed of so many individual 
laws, decrees and regulations that it is extremely difficult, and will remain 
so, for any outsider to obtain a clear picture on the status of Peruvian 
legislation until the government itself codifies the entire subject matter. 
As to the legislation issued up to July, 1947, a compilation of it in chrono- 
logical sequence, and with chronological and topical indexes has been 
published by the department of health (Direccioén General de Salud Pub- 
lica) under the title Prontuario de Legislacién Sanitaria del Peru. So far, 
four volumes of this compilation have been published. Volume IV covers 
the period from 1935 to 1947, and consists of two parts with a total con- 
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tent of 1,673 pages. The fifth volume, which would bring the compilation 
up to date, is overdue. 


The pharmaceutical division of the department of health is, I under- 
stand, preparing an official compilation of all the new laws and regulations 
in force with respect to drugs, probably in the form of a codification. This 
would be a great and desirable achievement. 


A parallel development is taking place with respect to food products 
and beverages. On May 3, 1954, the president of the republic appointed a 
special commission, and gave it the task of preparing a draft for an ali- 
mentary code. The four members of the commission are (1) the director 
general of the health department, (2) the chief of the department of 
nutrition, (3) the chief of the department of sanitary engineering and (4) 
a representative of the department of agriculture. 


It would appear that we can expect very important developments to 
take place in Peru within the near future. 


Uruguay.—In Uruguay, the manufacture and sale of drugs and cos- 
metics is regulated on a national scale, and is to be found in at least 15 
individual pieces of legislation (basic laws, executive decrees, and regu- 
lations issued by the minister of health). The latest development is a 
rather comprehensive new decree on the preparation and sale of pharma- 
ceutical products and cosmetics, the text of which was reproduced in the 
Montevideo daily paper E/ Pais, in its issue of July 24, 1954. At that 
time the decree had not as yet been published in the official gazette. 


As to food legislation, the major part of it seems to have been issued 
on the municipal level. The City of Montevideo issued a comprehensive 
general ordinance on the control and inspection of food products in 1947 
(Municipal Decree No. 5504, of June 26, 1947, published with amend- 
ments up to May 15, 1949, by the Direccion de Higiene de la Alimentacion 
de Montevideo, under the title Ordenanza General sobre Inspeccion y 
Contralor de las Sustancias Alimenticias. ) 


The national government issued a decree on the sale of special dietetic 
food products on March 27, 1953 (Diario Oficial of April 16, 1953). 


V enesuela—Like Peru, Venezuela has a remarkably long history of 
health legislation, going back to 1827 when Venezuela, Colombia, Panama 
and Ecuador were all part of the original independent republic “Great 
Colombia.” A very interesting and comprehensive treatise on Venezuelan 
health legislation has been published by Dr. German Vegas under the title 
La Higiene y el Derecho en Venesuela (Editorial Elite, Caracas, 1942) 
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which seems to be the only complete study of this type published in Latin 
America. This book contains a chronological listing of Venezuelan health 
legislation from 1827 to 1941. 


The ministry of interior published an official compilation of the entire 
legislation of Venezuela in a series of many volumes. Volume XVI, which 
contains the legislation on public health, appeared in 1944 and is, there- 
fore, not up to date. 


At the end of 1950, the journal Unidad Sanitaria, published by the 
department of health, brought out a special issue (Volume IV, No. 22), 
with a semiofficial recompilation of the health laws, decrees and regulations 
in force at that time. However, this compilation is not complete, as it does 
not contain the very important regulation on food and beverages of 
March 17, 1941 (Gaceta Oficial, special issue of April 29, 1941) which 
is still in force. A draft for a new regulation on this subject was published 
by the government early in 1952, and commented upon by the chamber 
of industry of Caracas, but so far no final steps have been taken to pro- 
mulgate the new regulation. 


During the last few years, the minister of health issued a few regu- 
lations on certain narcotic drugs, and on August 28, 1952, the government 
issued an executive decree, No. 437 (G. O. of August 13, 1952), which 
made it mandatory to label all products manufactured or processed in 
Venezuela with the words “Hecho en Venezuela” and to have all text 
material on labels and advertisements in the Spanish language. The use 
of some additional foreign languages is optional. [The End] 





Antibiotics Symposium 
The second annual symposium on antibiotics sponsored by the Food 
and Drug Administration, United States Department of Health, Educa- 
tion, and Welfare, in collaboration with Antibiotics and Chemotherapy, 
was held October 25-29, 1954, in the Department’s auditorium, Washing- 
ton, D.C. Advances in the field of antibiotics were reported by more than 
150 speakers, including several from abroad. Ministers of health or their 


representatives from 31 foreign countries had been invited to attend. 


Guest speakers included Selman A. Waksman, Nobel prize laureate 
and discoverer of streptomycin; Felix Marti-Ibanez, former under secre- 
tary of health, Spain; and Maxwell Finland, M. D., and Theodore Wood- 
ward, M. D., two of the leading scientists in the field of antibiotics. 





By WALTON M. WHEELER, JR. 


A Headache Resulting from 
Some Observations Regarding 





or could be expected to cause less excitement or concern than 
the statement that a few years ago a little boy got a stomach-ache 
on Hallowe’en after eating candy colored to simulate the color of a pump- 
kin. Medical surveys are not necessary to prove that the disease or condi- 
tion commonly known as stomach-ache is not rare among children on Hal- 
lowe’en; that, on the contrary, it is prevalent in a substantia! percentage 
of children; that in some cases it follows the ingestion of candy to which 
artificial coloring of various hues has been added; that in other cases it 
follows the ingestion of candy to which no artificial coloring has been 
added ; that in an equal number of cases, it occurs following the ingestion 
of intemperate quantities of apple cider, pumpkin pie or ice cream, or a 
combination of some or all of them; that the symptoms normally disappear 
entirely after they have served as a legitimate excuse for a one-day absence 
from school; and that if accurate reports were available, they would 
probably prove that the incidence of the condition known as stomach-ache 
in young people on the night of, or the day following, Hallowe'en is 
greater when the holiday falls on a “school night” than when it falls on 
Friday or Saturday. 


In spite of these well-known facts, it is nevertheless true that a par- 
ticular stomach-ache occurring in a particular child following the eating 
of a particular Hallowe’en candy colored in a particular manner has caused 
a severe headache to the food industry, the drug industry, the cosmetic 
industry and, possibly, even the Food and Drug Administration. 


The foregoing introduction, of course, appears to imply simplicity in 
what is actually a rather complex problem of statutory construction. The 
coloring material in the candy was a coal-tar dye listed in the regulations 
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The Writer, General Counsel for Eli Lilly & Company, Indianapolis, 
Delivered These Remarks at the Annual Meeting, Division of Food, 
Drug and Cosmetic Law in the Corporation, Banking and Business Law 
Section of the American Bar Association at Chicago August 17, 1954 


under the Federal i ood, Drug, and Cosmetic Act of 1938 as FD&C 
Orange No. 1. Such a listing means that certified batches of this dye may 
be used in foods, drugs and cosmetics for coloring purposes. FD&C 
Orange No. 1 has been officially recognized as a permissible food coloring 
for almost 50 years. In the food field it is used in the coloring of candy, 


cakes, carbonated beverages and certain meat products, principally hot 


dogs. In the drug field it is used as a coloring for tablets, capsules and a 
limited number of liquids. Substantial quantities of this dye have been 
certified under the coal-tar color regulations, the annual amounts during 
the past 11 years ranging from 87,341 pounds in 1945 to 235,813 pounds 
in 1950. Except for the stomach-ache previously described and, perhaps, 
one other similar episode, there is apparently no evidence in the possession 
of the Food and Drug Administration of any injury or discomfort suffered 
by any human being by the ingestion of this dye when used as a coloring 
agent in a food or drug.’ However, experiments conducted by the Divi- 
sion of Pharmacology of the Food and Drug Administration have proved, 
beyond question, that FD&C Orange No. | is toxic to laboratory animals 
when ingested in certain quantities and under certain conditions. 


: Hearings on Amending Sections 135.3 lations, testimony of Dr. Bert J 
and 135.11 of the Color Certification Regu- p. 45. 


6/5) 
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Following the completion of the experiments referred to above, the 
Secretary of Health, Education, and Welfare proposed the amendment of 
Section 135.3 of the color-certification regulations by deleting FD&C 
Orange No. 1, and the specifications therefor.* Notice of this proposal 
was published in the Federal Register of December 19, 1953, and a public 
hearing was held January 19, 1954. At the hearing, Dr. Bert J. Vos, 
assistant chief of the Division of Pharmacology of the Administration, 
testified concerning the pharmacological studies conducted with respect to 
FD&C Orange No. 1, identified for introduction into evidence complete 
records thereof, and then expressed the opinion that FD&C Orange No. 1 
“is not a harmless coal-tar color.”* When asked to give his reasons for 
such an opinion, he replied that his opinion was based upon the pharma- 
cological studies referred to in his testimony. Following the conclusion of 
the hearings, briefs were filed by interested parties. As of this date, the 
Secretary has not issued a tentative order in respect of the proposed 
amendment, although action is momentarily expected. It has been pre- 
dicted that the Secretary will issue an order removing FD&C Orange No. 1 
from the list of colors permissible for use in foods, drugs and cosmetics, 
but continuing the listing of this dye for coloring drugs and cosmetics 
where the use will be external and will not involve ingestion or the 
application of the product to mucous membrane. The justification for such 
an order, it is intimated, rests upon the proposition that under the terms 
of the Act, the Secretary does not have authority to inquire into the 
amount of a dye which will be ingested under normal conditions of product 
use nor to set limits or tolerances regarding the concentration of the dye in 
a particular product, that under the terms of the Act a dye may be used 
only if it is harmless (regardless of amount) and that any dye exhibiting 
toxic effects on laboratory animals cannot be regarded as harmless. 

Let us examine into the logic of the construction of the Act explained 
above. Admittedly, the statute does not confer expressly upon the Secre- 
tary any authority to establish quantity limits or tolerances for coal-tar 
dyes used as coloring for food, drug or cosmetic products—yet, realis- 
tically speaking, the question of safety or harmlessness of a dye for use 
as a color can only be determined by reference to quantities ingested or 
concentrations employed. This fact was admitted by Dr. Vos in his testi- 
mony on cross-examination, but would seem to be so obvious as to pre- 


2 Actually, the proposal, the notice and were conducted on all three colors. This 


the hearings related to the delisting not 
only of FD&C Orange No. 1, but also of 
FD&C Orange No. 2 and FD&C Red No. 
32. Comparable pharmacological studies 


paper, in the interests of simplicity, makes 
reference only to FD&C Orange No. 1. 

* Hearings and testimony cited at foot- 
note 1, p. 22. 
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clude the necessity of proof. Thus, the sole purpose of a pharmacological 
investigation of a coal-tar dye or any other substance to be used in a 
food, drug or cosmetic product is to determine the margin of safety of 
its use. In all pharmacological studies, quantities or concentrations of the 
tested substance are increased until the test animals show indications of 
injury. Dangerous doses, quantities or concentrations are thus determined. 
3y comparison of the results of doses, quantities or concentrations at 
various levels, questions of safety and toxicity are determined. 


Establishment of Tolerances Required 

A description of the early pharmacological work preceding the issuance 
of the coal-tar color regulations demonstrates that in all instances three 
levels of each dye were fed to laboratory animals, “the highest level being 
sufficiently large in all cases to produce positive results.’”* At the highest 
levels of concentration, it must be presumed, therefore, that all coal-tar 
dyes tested were found to be harmful to the laboratory animals. It is 
assumed that in determining which coal-tar colors should be listed under 
the original coal-tar color regulations, the Secretary was faced with the 
problem of deciding whether the level at which the dye was harmful to 
laboratory animals bore any reasonable relation to the amount or con- 
centration of the dye which might normally be expected in the coloring 
of foods, drugs or cosmetics, and whether the amounts that might be 


ingested under normal conditions of use would have any reasonable like- 


lihood of causing injury to consumers. It thus appears that the very 
nature of the authority conferred upon, and heretofore exercised by, 
the Secretary in the listing of coal-tar colors has required the establish- 
ment, indirectly, of quantity limits or tolerances since, in all instances, 
colors have been listed which have been presumed or proved to be harm- 
less to humans under normal and expected conditions of use, whereas 
these same colors, in substantially greater quantities and higher concen- 
trations, have been proved to be harmful to laboratory animals. 


At the recent hearings, a witness associated with the pharmaceutical 
industry testified concerning the quantities of FD&C Orange No. 1 


*Calvery, ‘‘Coal-Tar Colors, Their Use investigations. To be taken into considera- 
in Foods, Drugs and Cosmetics,"" 114 ation is the minimum lethal dose, as deter- 
American Journal of Pharmacy 324, at mined by the experiments. the chronic 
335. See also hearings and _ testimony toxicity, as demonstrated by damage to 
cited at footnote 1, pp. 42-43, and Herrick, internal organs and by growth rate, and 
Food Regulation and Compliance, Vol. 2, the various dermal tests. Control experi- 

. 998, wherein the author concludes: ments are useful in evaluating conclu- 
“The harmless nature of the color is ap- sions.”’ 
praised by a study of the results of these 
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present in certain pharmaceutical preparations.* He compared these quan- 
tities with the quantities employed by Dr. Vos in the pharmacological 
experiments. He showed that the level of concentration or the amount 
which would be ingested in the average daily dosage of the pharmaceutical 
products would be an infinitesimal fraction of the level or amount proved 
to be safe by Dr. Vos’s pharmacological tests. While the witness, on 
cross-examination, was questioned as to whether his testimony applied 
to pharmaceutical products in general and whether there was any prac- 
tical way of guaranteeing that the quantity of the color ingested with 
the pharmaceutical product would not be dangerous. it is clear from an 
examination of the testimony as a whole that his evidence was neither 
contradicted nor impeached in any manner. 


Duties of Secretary Outlined 

No attempt has been made to analyze, in detail, the record made at 
the hearing, but an effort has been made to describe the nature of the 
evidence presented. On the basis of the evidence introduced at the hear- 
ing it now becomes the duty of the Secretary to determine whether FD&C 
Orange No. 1 should continue to be listed as a permissible color for 
foods, drugs and cosmetics; whether its listing should be transferred 
from the FD&C list to the D&C list ;7 whether its listing should be trans- 
ferred from the FD&C list to the ex-D&C list (which would permit 
its use in drugs and cosmetics for external application only) ; or whether 
it should be delisted as a permissible coloring agent for any and all food, 
drug and cosmetic products. This obligation is imposed upon the Secre- 
tary under Sections 406(b), 504 and 604 of the Act, which require the 


Secretary to “promulgate regulations providing for the listing of coal-tar 


colors which are harmless and suitable for use’ in foods, drugs and 


cosmetics. 


The statute, of course, imposes 
construing the words “harmless and 


* Hearings cited at footnote 1, testimony 
of Harlan Lloyd Tuthill, plant technical 
director, Smith, Kline & French Labora- 
tories, Philadelphia, Pennsylvania, pp. 102- 
105. 

* Hearings cited at footnote 1, p. 103. 
The witness testified that in one phar- 
maceutical product the concentration of 
FD&C Orange No. 1 was 1/200,000 of the 
amount present in the experiments re- 
ferred to by Dr. Vos, wherein five milli- 
grams per kilogram were fed to dogs 
over a 62-month period and found to have 


upon the Secretary the obligation of 


suitable.” Immediately, several ques- 


no injurious effect. 

*See Calvery, work cited, at p. 336, 
wherein the author states: The D&C 
colors constitute a group of dyes on which 
sufficient work has been done to justify 
the opinion that they are harmless and 
suitable for use in drugs and cosmetics for 
internal use where they come in contact 
with mucous membranes or are ingested 
only occasionally but there is not sufficient 
evidence to justify their use in foods 
where they may be ingested daily by chil- 
dren as well as adults.”’ 
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tions are brought to mind. Is the term “harmless” an absolute term to 
be interpreted with respect to a given substance without regard to quan- 
tity or condition of use? If a substance is not harmless, is it necessarily 
“poisonous” or “deleterious”?* Can a substance be harmless and yet 
not suitable for use in a particular manner? 


Descriptive Terms Are Relative 

If the term “harmless” is an absolute term, to be interpreted with 
respect to a given substance without regard to quantity or conditions of 
use, then the Secretary has no alternative but to delist FD&C Orange 
No. 1 from certification, except for drugs and cosmetics to be used ex- 
ternally. As stated before, the color did cause deleterious effects when 
used in sufficiently large quantities. 

It should require no citation of authority to support the contention 
that such words as “safe,” “dangerous,” “harmful,” “harmless,” “poison- 
ous,” “deleterious” and “toxic” are all relative terms. It is submitted that 
a substance is neither harmful nor harmless in the abstract.” It may be 
exceedingly harmful under some circumstances and quite harmless under 
slightly different circumstances. The legislative history of the coal-tar 
color sections of the Act, when considered in the light of existing practice 
of the Food and Drug Administration, indicates that the words “harmless 
and suitable” must be considered in the light of the conditions of normal 


product use. 


Coal-Tar Color Found Noninjurious 
It is clear that both Congress and the Food and Drug Administration 
wished to put into law the practice of certification already informally in 


existence since 1907."° While there was no statutory basis for the cer- 
tification of coal-tar colors prior to the 1938 statute, an informal, volun- 
tary system of coal-tar color certification was instituted in 1907 pursuant 
to Food Inspection Decision No. 76. It is interesting to note that FID 
No. 76 lists seven coal-tar colors permissible for use in the coloring of 
foods, and among them is Orange No. 1, now described as FD&C Orange 
No. 1. Section 7 of the 1906 Act classified as adulterated any fvod con- 


‘This question is asked in an article, 
“Chemicals in Foods," by Bernard L. 
Oser in Food Engineering, June, 1954, p. 
70. 

® See the excellent article by Bernard L. 
Oser entitled ‘“‘Can a Poison Exist in a 
Vacuum?"" 8 FOOD DRUG COSMETIC 


LAW JOURNAL 693 (November, 1953). 

* Hearings on S. 1944, December 17, 
1933, testimony of Walter G. Campbell, 
Chief of the Food and Drug Administra- 
tion, p. 28. See also a committee report 
accompanying S. 5 (Senate Committee Re- 
port 361, 74th Cong., Ist Sess.). 
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taining “any added poisonous or added deleterious ingredient which may 
render such article injurious to health.” The listing by the Food and 
Drug Administration of permissible coal-tar dyes for use as food colors 
was equivalent to a finding that the addition of such colors to foods would 
not render them injurious to health in the quantities normally used.” 


Three Classes of Colors 

The Food and Drug Administration also has a practice of certifying 
colors for a particular type of use, but prohibiting their use in other 
ways. This is the reason for its dividing them into three classes for pur- 
poses of certification. Such a distinction could be made only if notice 
is taken of the use of the product. Under such classification, coal-tar 
colors cannot be considered in the abstract. 

It was freely admitted during the hearings by the government's 
chief witness that the levels or quantities of the dye used in the pharma- 
cological studies bore no relation whatever to the quantities ingested un- 
der normal conditions of product use. The normal level or concentration 
of FD&C Orange No. 1 in foods is ten to 100 parts per million. Dr. Vos 
testified that the Hallowe’en candy contained the dye in a concentration 
of 700 parts per million.’* It has been elsewhere reported that the con- 
centration of the dye in the candy was 2,000 parts per million.’ In any 
event, there appears to be no doubt that the concentration contained in 
the candy exceeded the concentration normally found in food. 


Market-Place Testing Important 

While pharmacological studies are important in détermining ques- 
tions of safety, in this instance adequate recognition should also be given 
to the testing in the market place, because the color has enjoyed a sub- 
stantial use over a substantial period of time. At least before the use 
of the color is prohibited or is listed for external preparations only, there 
should be more evidence than a mere Hallowe’en stomach-ache and phar- 
macological studies conducted with no apparent reference to customary 
conditions of use. It is possible that the color, while harmless when used 
under ordinary conditions, is not suitable for use in food because of the 
remote possibility that someone will put unusually large quantities in food. 
Such a possibility in drugs, however, would seem too remote to be con- 


1 Interesting material regarding the cer- States Department of Agriculture. Bureau 
tification of coal-tar colors prior to the of Chemistry), Bulletin No. 147, issued 
1938 Act may be found in Dunn, Food and February 10, 1912. 

Drug Laws, Federal and State, Vol. 1, “% Hearings and testimony cited at foot- 
pp. 153, 221; Toulmin, The Law of Foods, note 1, p. 44. 

Drugs and Cosmetics, p. 619; Hesse, Coal- % Chemical Week, December 13. 1953, p. 
Tar Colors Used in Food Products (United 13. 
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sidered a danger."* At any rate, it is submitted that the evidence intro- 
duced at the hearing is not sufficent to prove any reasonable likelihood 
of danger to the public from the continued use of FD&C Orange No. 1 
as a coloring for drugs and cosmetics, and probably the same is true in 
the case of foods. 


It would, therefore, seem appropriate from the evidence at the hear- 
ings for the Secretary to continue to certify FD&C Orange No. 1 for use 
in foods, drugs and cosmetics. While there may be slight evidence of 
toxicity in foods under present conditions of use, there is not a scintilla 
of evidence that the color is not harmless for use in drugs and cosmetics. 
If competent pharmacologists express concern over the continued use of 
this’ dve for coloring preparations for foods, drugs and cosmetics, the 
Secretary should issue an order for the purpose of reconvening the hear- 
ings or convening new hearings. Testimony should be adduced at any 
future hearings which would relate pharmacological studies on the subjects 
to the question of the likelihood of injury to the public health under nor- 
mal conditions of product use. To do otherwise would defeat the intent 
of Congress, serve no useful purpose and cause unnecessary economic 


hardship. [The End] 





FDA Report for September 


Ninety shipments of foods and drugs were seized in September for 
alleged violations of the Federal Food, Drug, and Cosmetic Act, according 
to the Food and Drug Administration, in its monthly report released Oc- 
tober 26, 1954. Sixty-eight of the actions involved foods unfit for con- 
sumption because of spoilage or contamination with filth. 

Approximately 70 per cent of these foods—by volume—had become 
decomposed or had been attacked by insects or rodents after shipment, 
and while they were in storage at destination. Other food seized included 
bulk wheat treated with a poisonous mercurial compound for seed use, but 
which had been diverted into food channels; oysters with excess water; 
and products with lower vitamin potencies than declared on their labels. 


Among 14 lots seized for violation of the drug-and-device provisions 
of the law were five tons of uranium ore used as a three-inch lining of 
a “treatment” room. FDA stated that handbills claimed that visitors to 
the Montana mines from which the ore came had reported relief from 
rheumatism, arthritis and skin disorders. 


™ Hearings cited at footnote 1, testi- 
mony of Mr. Tuthill, pp. 102-105. 





Joint 





Responsibilities= 


T IS A PLEASURE to be at your wonderful convention and a privilege to 
I appear on the program. I have known John Dargavel for many vears, 
and likewise your able general counsel, Herman Waller, and your capable 
Washington representative, George Frates. We are friends, based on 
mutual confidence and respect. 


I am told there is nothing that a druggist appreciates more than a 
deal—something special which pays better than the usual markup. | 
think we in the Food and Drug Administration and you in the National 
Association of Retail Druggists have had the kind of deal that pays 100 
per cent for everybody—the druggist, the government and the public. 
Perhaps you have not heard about this deal, so | want to describe it to 
you—what we do for you and what you do for us. But first I think it 
would be a good idea to spend just a few minutes on some ABC’s. 


The Federal Food, Drug, and Cosmetic Act requires all drugs to 
have the strength, quality and purity which will meet official standards 
or which is claimed by their labels. All must have adequate directions 
for their safe and effective use for specified conditions. If a drug is one 
which is safe enough for a layman to medicate himself with, directions for 
medication must be on the retail package. If the drug is one which may 
be dispensed only on a prescription, the directions must be made readily 
available to both the doctor who prescribes the drug and the pharmacist 


who dispenses it. 


The obvious purpose of the law is to impose requirements which will 
promote and insure the safe, effective use of drugs in the interest of 
health. It does this by outlawing products and practices which are con- 
trary to this basic objective. We in the Food and Drug Administration 


have the duty of enforcement. 





By GEORGE P. LARRICK 








The Author, Commissioner of Food and Drugs, Department of Health, 
Education, and Welfare, Addressed the Annual Convention, Association 
of Retail Druggists, Held at Houston, Texas, on October 14, 1954 


Because of the fundamental nature of drugs, the retail drug business 
is different from all other forms of retailing. It is the only retail business 
which holds, as a statutory requirement, that one have a professional edu- 
cation in order to engage in it. The purpose of such an education is to 
prepare individuals who will have the professional skills and ethics neces- 
sary to fulfill the important public responsibility of serving as the cus- 
todians and dispensers of drugs in their respective communities. Basically, 
the objective is exactly the same as that of the Federal Food, Drug, and 
Cosmetic Act, namely, to promote and insure the safe, effective use of 
drugs in the interest of health. 


It seems to me that it is time for all of us to make clear and vital 
this basic unity that exists between the professions of medicine and 
pharmacy and the enforcement of the pure food and drug laws of our 
country. If there is any real conflict, I do not know what it is. I have 
heard some rather fine-spun and theoretical discussions, but when it 
comes down to the thing that really matters—our joint responsibility to 
the sick—I am convinced we are all working for the same thing. 


Listing of Interests and Responsibilities 


To make clear this basic unity, I would like to list some of our 
mutual interests and responsibilities. First, I want to outline what the 
food and drug law does for the druggist in helping him to fulfill his pro- 
fessional and business obligations. Then, I would like to outline what 
the druggist does to promote the objectives of the pure food and drug 
law and thereby to help us in our task of protecting the American public. 


O83 
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First—what the law does for you. In recent years we have all been 
talking a great deal about just one phase of the federal pure food and 
drug laws, namely, their requirements as to drugs that are restricted to 
sale on prescriptions. This was natural because there were some very 
real problems which required a clarifying amendment of the law to take 
care of those problems. I think, however, that there has been a tendency 
to lose sight of some of the other very vital requirements of the pure food 
and drug laws which are important to you druggists. 


As the last link in the chain of drug distribution, the retail druggist has 
a heavy responsibility. All of the thousands of drug products funnel 
through the retail drug store or its prescription department. Obviously 
the purity and potency of these products and their correct labeling is of 
supreme importance to the man who dispenses them. Practically speak- 
ing, he has no way, himself, of making sure that they are safe and effective, 
any more than does the patient who receives these drugs. He simply does 
not have the facilities for making this determination in regard to all of 
these products. That is where the law comes in to help, in a number of 


different ways. 


(1) It gives you, first of all, a free “product insurance policy” which 


exempts you from liability when you receive or deliver an article that 
violates the law, where your receipt or delivery of this article is in good 
faith and where there is no refusal to reveal the identity of the source of 
the article to the federal inspectors. In addition to this retail exemption 
there are provisions for guarantees that an article is not adulterated or 


misbranded. 


(2) When you add a new drug to your stock you can do so with 
the assurance that its safety is guaranteed by law. This is accomplished 
by provisions requiring the manufacturer to carry on exhaustive research 
on a new drug before it is released for sale through your stores. Think 
what that has meant in the last 15 years—to be able to accept and to 
dispense literally thousands of new products without worrying about what 
might happen if anything were wrong with them. 


(3) Of course you are familiar with the certified drugs—insulin, 
penicillin, streptomycin, chlortetracycline, chloramphenicol, bacitracin and 
tetracycline. Every batch of these important drugs, with the exception of 
certain forms recently exempted, is tested in the Washington laboratories 
of the Food and Drug Administration and certified as to its strength, 
quality and purity. 
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(4) Enforcement of the standards for the official drugs in the United 
States Pharmacopoeia and the National Formulary is another of our 
services to you. In this connection the FDA laboratories give very special 
attention to the testing of those drugs which are used in critical illness 
or in surgical procedures, such as epinephrine, digitoxin, sulfonamides, 
barbiturates, antihistamines, anesthetics and intravenous solutions. I do 
not need to tell you the importance of checking such drugs as these for 
their strength, quality and purity. 


(5) Inspectors of the FDA, as well as its chemists, bacteriologists 
and pharmacologists, perform a great service for the retail druggist 
through factory inspections that check the adequacy of control systems 
which insure the correct formulation and labeling of the thousands of 
drug items in your store. Another part of their work is the investigation 
of illegal sales of drugs by unethical or nonlicensed outlets. 


(6) Notwithstanding the careful controls applied by manufacturers 
and the vigilance of our inspectors and scientific specialists, there are 
sometimes instances where defective products reach the retail outlet. Last 
year 32 drug products had to be recalled from sale because some mistake 
or accident had made them dangerous. Many of these were injectible 
drugs which contained living bacteria. Some were medicines which did 
not have the potency claimed on the label, and in a few instances the 
product bore the wrong label. These situations are not confined to drugs ; 
last year ten food products had to be taken off the market, usually because 
of chemical or bacterial contamination. In one case, a baby food product 
was found to cause convulsions because of lack of vitamin B, in the 
formula. 


Sometimes only a part of the production of an item is defective. In 
other cases, when a dangerous product is at large on the market it may 
be necessary to account for every package, and the cooperation of all 
concerned is needed to avoid serious or even fatal results. Our function 
in tracing defective and dangerous products and in getting them out of 
circulation is another important service to the retail druggist. In this 
connection I am glad to say that we generally have the full cooperation 
of the manufacturers, wholesalers and retailers. Our first word that 
something has gone wrong with a product often comes from the manu- 
facturer himself. 


(7) Of all things which the food and drug law does for you, perhaps 
the most important is that it defines those drugs which are not safe for 
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the public to use without the supervision of a physician, and requires 
such drugs to be identified on the package so that you can readily deter- 
mine when a prescription is needed. I have heard that there has been 
some criticism of this provision, namely, that it takes away some of the 
professional prerogatives of pharmacy. In view of the changes which 
have taken place in the drug business over the last 15 years, this criticism 
of the law is not realistic. The high-powered character of modern drugs— 
the thousands of items which must be carried in the prescription depart- 
ment and the multitudinous responsibilities of even the smallest drug store 
owner—tmakes it impractical for even the best-trained pharmacist to take 
the responsibility of determining how all these different drugs should be 
labeled and sold. The leaders of the NARD saw very clearly what the 
situation was, and today the law requires that every drug package carry 
the information you need in order to determine immediately the prescrip- 
tion status of that product. Time will show beyond any doubt that this 


part of the law is a monument to the wisdom of the leaders of the NARD. 


Products Not Uniformly Labeled 


There are still a few groups of drug products which are not uni- 
formly labeled as to their prescription status. Our Medical Division is 
currently working to clear up these situations so that conflicts in the 
labeling of similar products will be eliminated. 

The prescription section of the law gives to the druggist an exclusive 
franchise to dispense these potent drugs on the prescriptions of licensed 
physicians, and thus to keep them from being diverted to illicit channels 
and uses. It is made clear that it is the responsibility of the doctor to 
prescribe the medicine and the responsibility of the pharmacist to provide 
the medicine. This puts the responsibility where it belongs, and does not 
interfere with the practice of either profession, or infringe on the regula- 
tion of the profession under state laws. 


To summarize what the law does for you: It stands back of every 
drug, cosmetic and food product, requiring their integrity, and it likewise 
requires the integrity of those who are licensed to prescribe and to dis- 


pense. 


Now I would like to discuss what you do for us. Perhaps I should 
spell that last word “U. S.,” because I am talking about what you druggists 
do to further the same objectives as the law, namely, to protect the health 
of the American people. I talked this over with one of our pharmacists, 
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but even so I am sure I will not be able to tell the whole story and do it 


justice. 


First of all, you buy drugs from reputable sources, and you try to 
maintain a stock which anticipates all the health needs of your community. 
To keep available all the drugs demanded by modern medical practice is 
in itself a very important contribution to medical care. Traditionally you 
keep your stores open late at night or provide emergency service so that 
drugs are available 24 hours a day. 


Need for Cautious Checking 


Some drugs deteriorate, particularly when they are not stored prop- 
erly. The druggist knows which ones should be protected from light or 
kept in the refrigerator instead of on the regular shelves. You check 
the dating to make sure that the products you dispense will have full 
potency. 


You check the drugs and dosage in prescriptions, because human life 
may be at stake in the handwriting and figures on that piece of paper. 
For the same reason, you check the prescription taken by telephone so 
there will be no misunderstanding or mistakes. 


You keep a record of all prescriptions and refills. 


When selling drugs that do not require a prescription, you take pains 
to see that the customer gets the right product. Word of mouth instruc- 
tions may be misunderstood. A formula for adults may not be suitable 


for a child. 


You do not sell a restricted drug to anyone unless he has a bona-fide 
prescription for that drug. You are interested in the validity of the 
prescription. Just the other day an alert druggist decided to check on the 
authenticity of a prescription which had been handed to him. He tele- 
phoned the university medical school where it had been issued. Finding 
there was no doctor on the staff by the name on the prescription, the 
druggist called the police and let the customer wait until their arrival. 
The man admitted forging the prescription. In his car were several 
bottles of barbiturates and a number of the prescription blanks. Further 
investigation showed he was a barbiturate addict who had stolen the pad 
of prescriptions from the medical center. The staff there is now keeping 
the blanks where they will not be so accessible to visitors. Many such 
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stories could be told of incidents and situations where a quick-thinking 
druggist acted to promote law enforcement. Increasingly we are ob- 
taining important information about law violations from the boards of 
pharmacy or from individual druggists. 


Prescription Refills 


Calling the doctor when his patient wants a refill which he has not 
authorized is a very important service both to the doctor and to the 
patient. The doctor may not want that particular medication to be con- 
tinued. In any event, he needs to be informed that his patient still feels 
it necessary to take the medicine which he prescribed. He has a respon- 
sibility to that patient and should be grateful to you for your professional 
cooperation. 


Finally, there is the service you perform in running what amounts to 
the local “drug information bureau.” In this era of new products the 
medical profession particularly should be indebted to you for helping to 
keep them informed. 


Every one of these services which you perform contributes im- 
portantly to the fundamental purposes of the Federal Food, Drug, and 
Cosmetic Act. Every one helps to further the safe, effective use of drugs 
and thereby to protect the health of the American people. We in the FDA 
and you in the retail drug business are both working at the same job— 
you through the operation of your profession and business, and we 
through enforcement of the laws. Because we are working at the same 
job, we share the common problem of unethical practices which lead to 
the misuse of drugs. The law is on your side in helping to prevent these 
abuses. We know that we have your cooperation in helping to uncover 
them and to stamp them out. [The End] 
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